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Cerrelli, Susanne 

From: 
Sent: 
To: 

Dively, Chris [cdively@certisusa.com] 
Friday, June 28, 2013 3:00 PM 
Cerrelli, Susanne 

Cc: Dively, Chris 
Subject: RE: 70051-108- MSDS sheets- please 

Follow Up Flag: 
Flag Status: 

Hi Susanne, 

Follow up 
Flagged 

Regarding ingredient sources for the inerts in 70051-108, in the case of , this source was listed as an alternate on 
the primary CSF and was just bumped up to the primary source in the new CSF (Notification). For the ingredient  

, the company just had a name change. We will need to contact  for the MSDS. For the other inert in 
the product, we can also as the source for a copy of the updated CSF. 
I will work on this action next week. 

Have a great vacation ... be safe. 

Chris 

From: Cerrelli, Susanne [mailto:Cerrelli.Susanne@epa.gov] 
Sent: Friday, June 28, 2013 2:33 PM 
To: Dively, Chris 
Subject: 70051-108- MSDS sheets- please 

I was waiting for you to submit or email MSDS sheets for your pending CSF Notification. (submission dated April 9, 
2013. 

Did you mail them in to EPA, already? I need the information for the NOP review. 

-Regards, 

Susanne Cerrelli 
Regulatory Action Leader 
Biopesticides Pollution Prevention Division 
703-308-8077 
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*Inert ingredient information may be entitled to confidential treatment*
*Product ingredient source information may be entitled to confidential treatment*



Cerrelli, Susanne 

From: 
Sent: 
To: 
Cc: 
Subject: 
Attachments: 

Susanne, 

Dively, Chris [cdively@certisusa.com] 
Monday, May 20, 2013 4:12 PM 
Cerrelli, Susanne 
Dively, Chris 
FW: Message from "Exec-Copier" 
20130520160016829.pdf 

Per your request, I have revised the active ingredient declaration in CSF column #10 to 
include the CFU/g so that it is consistent with the label declaration. 
We will find the MSDS and send them to you for the alternate supplier of the tow inerts in 
question if you need them. 

Thanks and hope that you daughter is definitely feeling better! 

Chris 

-----Original Message-----
From: scanner@certisusa.com [mailto:scanner@certisusa.com] 
Sent: Monday, May 20, 2013 4:00 PM 
To: Dively, Chris 
Subject: Message from "Exec-Copier" 

This E-mail was sent from "Exec-Copier" (MP 3352). 

Scan Date: 05.20.2013 16:00:16 (-0400) 
Queries to: scanner@certisusa.com 
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*Confidential Statement of Formula may be entitled to confidential treatment*



Material Sent for ata Extraction 
Reg. # __;,_7o_o_s J_· ~ _Jefb __ _ 

Description: _LJ_~_.\_· ~----~ _C_%_t-_~_6_L~_· cJlz_._<SV\ __ 

D Material(s) Sent to Data Extraction Contractors: 

t1} New Stamped Label Dated 5/h,fr;, 

D Notification Dated -----

D New CSF(s) Dated--=~ /_14--L/_r-7 __ 

D Other: ----------

D Decision#: ~Vi lo\ + 

D Other Action/Comments: ________ _ 

File this coversheet and attached materials in the jacket. It must be 
well organized and clipped together, NOT STAPLED. Then give the 
jacket with the coversheet and materials to staff in the Information 
Services Center (ISC) (Room 5-4900). If a jacket is full or only 
available as an image, please file materials in a new jacket and bring it 
down to the (ISC). Epr further i form n please call 703-605-0716. 

Phone: ---------

Date: --------------------------------
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Cerrelli, Susanne 

From: 
Sent: 
To: 
Cc: 
Subject: 
Attachments: 

Susanne, 

Dively, Chris [cdively@certisusa.com] 
Monday, May 20, 2013 4:12PM 
Cerrelli, Susanne 
Dively, Chris 
FW: Message from "Exec-Copier" 
20130520160016829.pdf 

Per your request, I have revised the active ingredient declaration in CSF column #10 to 
include the CFU/g so that it is consistent with the label declaration. 
We will find the MSDS and send them to you for the alternate supplier of the tow inerts in 
question if you need them. 

Thanks and hope that you daughter is definitely feeling better! 

Chris 

-----Original Message-----
From: scanner@certisusa.com [mailto:scanner@certisusa.com] 
Sent: Monday, May 20, 2013 4:00 PM 
To: Dively, Chris 
Subject: Message from "Exec-Copier" 

This E-mail was sent from "Exec-Copier" (MP 3352). 

Scan Date: 05.20.2013 16:00:16 (-0400) 
Queries to: scanner@certisusa.com 
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*Confidential Statement of Formula may be entitled to confidential treatment*



Application 

Risk Manager: !Biologicals & Pollution Prevention Division, PM Team 92 

Pfoduct #: 70051-1 08 J product Name: f'--"·-"'''"'u 

Me Too 
Section3: 

Application Date: j19-Apr -2013 

Front End Date: ~ 9-Apr-2013 

FFS Due Date: 

OPP Target Date: 

Receipt Description: 

Me Too 
Product Name: 

1:.:11 ~ OPP Rec'Vd Date: 9-Apr-2013 

Risk Manager Send Date: h 9-Apr-2013 
' 

Negotiated Due bate: 

otification of change in source on inert ingredients per PR Notice 98-1 0 
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April19, 2013 

Document Process Desk (NOTIF) 
Office of Pesticide Programs 
Biopesticides and Pollution Prevention Division (7540P) 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 
Attn: Kimberly Nesci 

Re: Certis USA L.L.C. (EPA Company No. 70051) 

Certis USA 
9145 Guilford Road 
Suite 175 
Columbia, MD 21046 

(301) 604-7340 

Fax: 301-604-7015 
www.certisusa.com 

Notification of change in source of inert ingredients per PR-Notice 98-10 
Product: CX-9030 (EPA Reg. No. 70051-108) 

On behalf of Certis USA, L.L.C., I am respectfully submitting a Notification to update 
the suppliers of several inert ingredients used in the formulation of the registered 
pesticide product CX-9030 (ABN: Double Nickel 55). This formulation, previously 
identified as an alternate, is now the basic formulation for this product. 

The following revisions have been made to this CSF: 

• The supplier for  has been revised 
to identify . as the primary source, and listed a new alternate 
source as  

• The supplier for  has been revised to identify  
 as the primary source, and listed a new alternate source as  

 
• The source ofthe  has been updated to 

reflect the new company name  (formerly known as  
) 

No other changes have been made to this CSF. Included with this submission to support 
this Notification is the following documents: 

• EPA Form 8570-1, with attached Certification Statament 
• 2 original and signed Confidential Statements ofFormula 

Please do not hesitate to contact me if you have any questions about this submission) 
can be reached by telephone at 301-483-3806 or by email at cdively@certisHsa:~om. 

sin~er~ly,. 11 .n ~ ;J 
-~;Li~, 

Christine A. Dively '·-
Director of Regulatory Affairs 
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*Inert ingredient information may be entitled to confidential treatment*



Pfl!lll$1!1 re11d ln6tnJt:tioM on reve~• before comp/et/nq form. I Print Form I Form Approved. OMB No. 2070-()()60 

United States ~ Registration 
OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Washington, DC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Number 2. EPA Product Manager 3. Proposed Classification 
70051-108 Kimberly Nesci 

0None D Restricted 
4. Company/Product (Name) PM# 

CX-9030 (ABN: Double Nickel 55) Microbial Pesticides Branch 

5. Name end Addrese of Applicant (lncludr~ ZIP Codr~} 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

Certis USA L.L.C. 
(b)(i), my product is similar or identical in composition and labeling 
to: 

9145 Guilford Rd., Suite 175, Columbia MD 21046 EPA Reg. No. 

D Chr~ck if this is B nr~w sddrtiSS Product Name 

Section -II 

D Amendment- Explain below. D Final printed labels in response to 
Agency letter dated 

D Resubmission in response to Agency letter dated D "Me Too• Application. 

0 Notification - Explain below. D Other- Explain below. 

Explanation: Use additional pege(s) if necessary. (For section I end Section II.) 

"Notification of change in source of inert ingredients per PR Notice 98-1 0." 

See attached Certification Statement 

Section - Ill 
1. Material This Product Will Be Packaged In: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Container 

@Yes" ~Yes ~ 
Yes §~~ Plastic 

No No No Glass 

• Certification must If "Yes" No. per If "Yes" No. per Paper 
Unit Packaging wgt. container Package wgt container Other (Specify) 

be submitted 
I 

3. Location of Net Contents Information 4. Size(s) Retail Container 5. Location of Label Directions 

[8] 0 Container Sibs ~ OnLabel 
Label On labeling accompanying product 

6. Manner in Which Label is Affixed to Product §Uthograph D Other 
Paper ~lued 
Stenci ed 

~~ 

Section -IV 
1. Contact Point (Comp/sttl items directly below for identification of individual to be contactsd, if nscr~ssary, to p~opf!~ tf!is spplifi&lion.} 

Name Title t T el~pll.>ne No. (lrn.lude Area Code) 
Christine A. Dively Director of Reg. Affairs ! 3q1-483-38G9 --....---

Certification 6. ["lete.Application 

1 certify that the statements I have made on this form and all attachments thereto are true, accurate and cor:t;J~3~c. heceiveu 

I acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or (etamped) 
both under applicable law. /"! 

2. Signature 

~~ 
3. Title 

-~~ Director of Regulatory Affairs . 
4. Typed Name 5. Date 

Christine Dively Apr 19,2013 

.. 
EPA Form 8570-1 (Rev. 8-94) PreVIous ed1t1ons are obsolete. White - EPA FUe Copy (original) Yellow- Applicant Copy 
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NOTIFICATION STATEMENT 

CX-9030 (ABN: Double Nickel 55) 
EPA Registration Number 70051-108 
Notification of change in source of inert ingredients per PR-Notice 98-10 

"This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations 
at 40 CFR 152.46, and no other changes have been made to the labeling or the confidential 
statement of formula of this product. I understand that it is a violation of 18 U.S.C. sec. 
1001 to willfully make any false statement to EPA. I further understand that if this 
notification is not consistent with the terms ofPR Notice 98-10 and 40 CFR 152.46, this 
product may be in violation of FIFRA and I may be subject to enforcement action and 
penalties under sections 12 and 14 ofFIFRA." 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OFCHEMICAL 
SAFETY AND POLUTION 

PREVENTION 

May 30, 2013 

I, Kimberly Nesci, Microbial Pesticides Branch, Biopesticides & Pollution Prevention Division, Office of 
Pesticide Programs, Office of Chemical Safety and Po! uti on Prevention, United States Environmental 
Protection Agency ("EPA"), certify that the pesticide product {s) listed below is, as of the date of this letter, a 
registered product under the Federal Insecticide, Fungicide, and Rodenticide Act {FIFRA), as amended, and 
that as such, the product{s) may be sold and marketed In the United States of America as authorized and 
limited by FIFRA. A true and correct copy of the product label approved by EPA is attached to accompany 
this letter. 

Registration of this product{s) with EPA also denotes that the registrant listed below is responsible for 
ensuring full compliance with all the laws of the United States of America, or governing jurisdiction, 
regarding the sale, storage and/or disposal of the product(s). Further, the recipient of this letter is on notice 
that the referenced registration and/or the accompanying label may change subsequent to the date of this 
letter. EPA assumes no responsibility to notify the recipient(s) {i.e., Brazil) of this letter of any change in the 
status of the registration(s) and/or the product label for the product(s) listed below. 

EPA has issued registration numbers for the product(s) listed below to: 

Certis Usa, LLC 
9145 Guilford Road, Suite 175 
Columbia, MD 21046 

EPA Registration Number: 
Name of Product: 

70051-108 
CX-9030 

Risk Manager 92 
Microbial Pesticides Branch 
Biopesticides & Pollution Prevention Division 
{7511P) 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OFCHEMICAL 
SAFETY AND POLUTION 

PREVENTION 

May 30, 2013 

I, Kimberly Nesci, Microbial Pesticides Branch, Biopesticides & Pollution Prevention Division, Office of 
Pesticide Programs, Office of Chemical Safety and Polution Prevention, United States Environmental 
Protection Agency ("EPA"), certify that the pesticide product {s) listed below is, as of the date of this letter, a 
registered product under the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, and 
that as such, the product{s) may be sold and marketed in the United States of America as authorized and 
limited by FIFRA. A true and correct copy of the product label approved by EPA is attached to accompany 
this letter. 

Registration of this product(s) with EPA also denotes that the registrant listed below is responsible for 
ensuring full compliance with all the laws ofthe United States of America, or governing jurisdiction, 
regarding the sale, storage and/or disposal of the product(s). Further, the recipient of this letter is on notice 
that the referenced registration and/or the accompanying label may change subsequent to the date of this 
letter. EPA assumes no responsibility to notify the recipient(s) (I.e., Costa Rica) of this letter of any change 
In the status of the registration(s) and/or the product label for the product{s) listed below. 

EPA has issued registration numbers for the product(s) listed below to: 

Certis Usa, LLC 
9145 Guilford Road, Suite 175 
Columbia, MD 21046 

EPA Registration Number: 
Name of Product: 

70051-108 
CX-9030 

imberly ci 
Risk Manager 92 
Microbial Pesticides Branch 
Biopesticides & Pollution Prevention Division 
{7511P) 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OFCHEMICAL 
SAFETY AND POLUTION 

PREVENTION 

May 30,2013 

I, Kimberly Nesci, Microbial Pesticides Branch, Biopesticides & Pollution Prevention Division, Office of 
Pesticide Programs, Office of Chemical Safety and Polution Prevention, United States Environmental 
Protection Agency {"EPA"), certify that the pesticide product {s) listed below is, as of the date of this letter, a 
registered product under the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, and 
that as such, the product{s) may be sold and marketed in the United States of America as authorized and 
limited by FIFRA. A true and correct copy of the product label approved by EPA is attached to accompany 
this letter. 

Registration of this product(s) with EPA also denotes that the registrant listed below is responsible for 
ensuring full compliance with all the laws of the United States of America, or governing jurisdiction, 
regarding the sale, storage andfor disposal of the product{s). Further, the recipient of this letter is on notice 
that the referenced registration and/or the accompanying label may change subsequent to the date of this 
letter. EPA assumes no responsibility to notify the recipient(s) (i.e., Nicaragua) of this letter of any change 
in the status of the registration{s) andfor the product label for the product(s) listed below. 

EPA has issued registration numbers for the product{s) listed below to: 

Certis Usa, LLC 
9145 Guilford Road, Suite 175 
Columbia, MD 21046 

EPA Registration Number: 
Name of Product: 

70051~108 

CX~9030 

Kimberly'Ne i 
Risk Manager 92 
Microbial Pesticides Branch 
Biopesticides & Pollution Prevention Division 
(7511 P) 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OFCHEMJCAL 
SAFETY AND POLUTION 

PREVENTION 

May 30,2013 

1, Kimberly Nesci, Microbial Pesticides Branch, Biopesticides & Pollution Prevention Division, Office of 
Pesticide Programs, Office of Chemical Safety and Polution Prevention, United States Environmental 
Protection Agency {"EPA"), certify that the pesticide product (s) listed below is, as of the date of this letter, a 
registered product under the Federal insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, and 
that as such, the product(s) may be sold and marketed in the United States of America as authorized and 
limited by FIFRA. A true and correct copy of the product label approved by EPA is attached to accompany 
this Jetter. 

Registration of this product(s) with EPA also denotes that the registrant listed below is responsible for 
ensuring full compliance with all the laws of the United States of America, or governing jurisdiction, 
regarding the sale, storage and/or disposal of the product(s). Further, the recipient of this letter is on notice 
that the referenced registration and/or the accompanying label may change subsequent to the date of this 
Jetter. EPA assumes no responsibility to notify the recipient{s) {i.e., Peru) of this Jetter of any change in the 
status of the registration{s) and/or the product label for the product(s) listed below. 

EPA has issued registration numbers for the product{s) listed below to: 

Certis Usa, LLC 
9145 Guilford Road, Suite 175 
Columbia, MD 21046 

EPA Registration Number: 
Name of Product: 

70051-108 
CX-9030 

imberly Nes · 
Risk Manager 92 
Microbial Pesticides Branch 
Biopesticides & Pollution Prevention Division 
(7511P) 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OFCHEMICAL. 
SAFETY AND POLUTION 

PREVENTION 

May 30,2013 

!, Kimberly Nesci, Microbial Pesticides Branch, Biopesticides & Pollution Prevention Division, Office of 
Pesticide Programs, Office of Chemical Safety and Po!ution Prevention, United States Environmental 
Protection Agency ("EPA"), certify that the pesticide product (s) listed below is, as of the date of this letter, a 
registered product under the Federal Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, and 
that as such, the product(s) may be sold and marketed in the United States of America as authorized and 
limited by FIFRA. A true and correct copy of the product label approved by EPA is attached to accompany 
this letter. 

Registration of this product(s) with EPA also denotes that the registrant listed below is responsible for 
ensuring full compliance with all the laws of the United States of America, or governing jurisdiction, 
regarding the sale, storage and/or disposal of the product{s). Further, the recipient of this letter is on notice 
that the referenced registration andfor the accompanying label may change subsequent to the date of this 
letter. EPA assumes no responsibility to notify the recipient{s) {i.e., Spain) of this letter of any change in the 
status of the reglstration(s) and{ or the product label for the product(s) listed below. 

EPA has issued registration numbers for the product(s) listed below to: 

Certis Usa, LLC 
9145 Guilford Road, Suite 175 
Columbia, MD 21046 

EPA Registration Number: 
Name of Product: 

70051·108 
CX-9030 

'-'''"'uerly Ne · 
Risk Manager 92 
Microbial Pesticides Branch 
Biopesticides & Pollution Prevention Division 
(7511P) 
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Williams, Bett r 

From: 
Sent: 
To: 
Subject: 

fv1s. Wiiliarns, 

Gallager, Susan lsgallager@certisusa.coml 
Tuesday, May 28, 2013 4:40PM 
Williams, Be11yr 
FW: CX-9030 Gold Seals 

Thank you for your call this morning. Please let me know you receive the email below! 

Thanks, 
Susan 

Susan Gallager 
Regulatory Affairs Associate 
Certis USA L.L.C. 
9145 Guilford Road, Suite 175 
Columbia, MD 21046 
Ph: 301-483-3810 

From: Gallager, Susan 
Sent: Thursday, May 23, 2013 8:17AM 
To: 'Williams.Bettyr@epamail.epa.gov' 
Subject: CX-9030 Gold Seals 

Hi Ms. Williams, 

!left you a voicemail a few moments ago regarding a submission for Gold Seals for the product CX-9030 (EPA Reg. No. 

70051-108) The submission was just made yesterday so likely it has not been received by you yet. I have one change to 
my request. I would like one of the Gold Seals to display the country Spain- instead of "South Africa" that is written in 
the cover letter. So the five Gold Seal Certificates will be for: 

1. Peru 
2. Costa Rica 

3. Nicaragua 
4. Spain 
5. Brazil 

I very much appreciate this revision. If there are any questions please let me know. 

Kind Regards, 
Susan 

Susan Gallager 
Regulatory Affairs Associate 
Certis USA L.L.C. 
914S Guilford Road, Suite 175 
Columbia, MD 21046 
Ph: 301-483-3810 

1 
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May 21,2013 

U.S. Environmental Protection Agency 
Document Processing Desk (CERT) 
Office of Pesticide Programs (7504P) 
1200 Pennsylvania Avenue, N.W. 
Washington DC 20460-0001 
Attn: Ms. Betty Willimns 

Certis USA 
9145 Guilford Road 
Suite 175 
Columbia, MD 21046 

(301) 604-7340 

Fax: 301-604-7015 
www.certisusa.com 

Re: Certis USA L.L.C. Request for Gold Seals (PRIA 3 Category: M006) 
CX-9030 (EPA Registration No. 70051-108) 

On behalf of Certis USA L.L.C., I am respectfully requesting Gold Seal Certification 
Letters for the registered pesticide product CX-9030 (EPA Registration No. 70051-1 08). 
Please display the alternate brand name AMYLO-X on the Gold Seal. I am 
requesting five (5) Gold Seals covered by this PRIA fee. The Gold Seals will be to 
support registration activity of Amylo-X in the following countries: 

I. Peru 
2. Costa Rica 
3. Nicaragua 
4. Saut:h:-Afi:iea= Sf"'-. (s~· ~--i J) 
5. Brazil 

Included with this submission are the following documents: 
o 8570-5 Form 
o EPA Approved Notification Label dated July 27,2012 
o CX-9030 Stmnped Approved label displaying the ABN Amylo-X 
• Credit card receipt as proof of payment 

Please return the Gold Seal Letters to my attention, at the address on this letterhead. 
If you have any questions about this submission, I can be reached by teleghqqe at 30i-
483-3810, or by email at sgallager@certisusa.com. 

Sincerely, 

~~ 
Susan Gallager 
Regulatory Affairs Associate 

CC: Christine A. Dively 
Director of Regulatory Affairs 
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PftJue Nt•rll~rroctio~ on ,..,vetT• h•fo,.., compfetinq form. Form A 
Print Form 

rov~d. OMS No. 2070.0060 

United Sratn w Registration 
OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Washln~:~ton, OC 20460 Other 

Application for Pesticide ~ Section I 
l. Compony/Product Numbor 2. EPA Product Mana~:~ar 3. Propo~ed Clnaificatlon 
70051-108 Kimberly Nesci 

4. Company/Product JNemel PMI 0None 0 Restricted 

CX-9030 Microbial Pesticides Branch 

5. Name and Address of Applicant f/nc:/udEJ ZiP Codo} 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

Certis USA L.L.C. 
(bl!i), my product is similar or identical in composition and labeling 
to: 

9145 Guilford Road, Suite 175, Columbia MD 21046 
EPA Reg. No. 

0 ChEJck if rhis is ll nEJW nrldross Product Name 

Section - II 

D Amendmont ·Explain balow. D Final printed label11 In reepon;o to 
A~:~ency letter d .. ted 

D Resubmiosion in rnponse to A~:~ency letter deted D "Me Too• Applicetion, 

D Notification· Exploin below. ~ Othar- Explain bolow. 

Explanation: u .. e ndditlonal pe~:~elel if noce11sary. !For section I end Section II.) 

Request for five (5) Certificates of Registration (Gold Seal Letters) 

Section - Ill 
1. Materi•l Thi• Produc;:"t Will Sa P11cke~:~od In: 

Child·Re~ietont P11cka~:~in~:~ Unit Pack111:1in~:~ Woter Soluble Packa~:~inQ 2. Type of Contllin•r 

~y,,• ~v .. ~ 
y,. ~Mo<ol Ploatlc 

No No No GIDn 

" Certification must If ~v •• • No. par If "Yas" No. par Paper 
Unit PackoginQ WQI. container PackBQO W!il container Other ISpocifyl 

bo submittod 

3. Locotion of Net Content• lnformotion 4. Size):>) Rstoil Container 5. Location of Lab8l Oir~ct.ions 

18] 0 Container 5 lbs 
E::j Onlabel 

Label On LabelinQ accompenyinQ product 

0 
.-.--

6. Mann~r in Which Lebel jg Affixed to Product ~ LithoQroph Other 
~-~-P11per ~lued 

Stenci ed ---
Section - IV 

l. Contact Point {Compfur(f irol7l$ direcrfy h11/ow for {donrifiCflrion of individual ro bu contacrod, ;r nrJctlssary, ro pr"ctJs.> rt,is tJpplicf!lion.! 

Name Title T .,I .. ,A.~Illl No. -;lnci;.,Le Area Codol 
Christine A. Dively Director of Reg. Affaits 301·-+83-3806-

-~ ~- --
Certification 6. Dat~ ~pplicotion 

I certify thot the allltamantli I havo mcdo on this form and all attochments therato are true, accurate nnd compl11te, Recoived 

I acknowlod~:~e that •ny knowinQIY lol;e or mi~leodinQ stetament moy be punichable by fine or impri~onment or {Stamped) 
both under opplicuble law. /"""' 

2. Si~:~nawre yf.[)•l/ 3. Titl• 

~ Director of Regulatory Affairs 
' ") 

4. Typed Nann 
v 5, Date 

Christine A. Dively Jan 24,2013 

EPA Form 8570.1 !R•v. 6-34) PreYlOUS ed1toons ere obsolote. \-Vhlt•- EPA FU. Copy )orl~:~lnall Y•llow- Appllcent Copy 
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Pay .gov- Online Payment 

Online Payment 

Step 3: Confirm Payment 

Thank you. 
Your transaction has been successfully completed. 

Pay.gov Tracking Information 

Application Name: PRIA Service Fees 

Pay.gov Tracking ID: 25AS3E2D 

Agency Tracking ID: 74453203320 
Transaction Date and Time: 0512112013 15:02 EDT 

Payment Summary 

Address Information 

Account . 
Holder Name: Certls USA L.L.C. 

Billing 9145 Guilford 
Address: Road, Suite 175 

Billing Address 
2o 

City: Columbia 

S!ate I MD 
Provmce: 

Zip I Postal 
21046 

Code: 
Country: USA 

Account Information 
American 

Card Type: Express 

Card Number: ****'*'***'*1 018 

Decision 
Number: 

Registration 70051 ~ 108 
Number: 

Certis U.S.A. 
Company Name: L.L.C. 

Company 70051 
Number: 

Action Code: M006 

Pagel of] 

1 1213 

Payment Information 

Payment Amount: $250.00 
Transaction Date 0512112013 

and Time: 15:02 EDT 

https://www.pay.gov/paygov/payments/authorizePlasticCardPayment.html 5/21/20\3 23



UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

May 29,2013 

OPP Decision Number: D-479165 
EPA File Symbol or Registration Number: 7005 I- I 08 
Product Name: CX-9030 
EPA Receipt Date: 28-May-2013 
EPA Company Number: 70051 
Company Name: CERTIS USA, LLC 

SUSAN GALLAGER 
CERTIS USA, LLC 
9145 GUILFORD ROAD, SUITE 175 
COLUMBIA, MD 2I046 

SUBJECT: Receipt of Request for Gold Seal Certification Letter(s) 

Dear Registrant: 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

The Office of Pesticide Programs has received your request for Gold Seal Certification 
letter(s) that is subject to a Pesticide Registration Service Fee as defined in the Pesticide 
Registration Improvement Act. 

The action has been identified as action code M006: 

UP TO 5 GOLD SEAL CERTIFICATION LETTERS PER REGISTRATION 

No additional payment is due at this time. lfyou have any questions, please contact 
Betty Williams at (703) 308-0132. 

Sincerely, 
-~ :::>-""-
Front End Processing Staff 
Information Technology & Resources Management Division 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

Christine A. Dively 
Certis U.S.A., L.L.C. 
9145 Guilford Road, Suite 175 
Coh1mbia, MD 21046 

iJAY 1 6 2013 

RE: Revised Label for CX-9030 
EPA Reg. No.: 70051-108 
OPP Decision Number: 0474101 

Dear Ms. Dively: 

OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

The Agency has reviewed your request to amend the CX-9030 label to add the "Bacstar w, 
alternate brand name; to update the crop listing to add corn, cereal grains, sugar beets and oilseed crops, 
and to add seed production at specified sites. 

The label amendment referred to above, submitted in connection with registration under section 
3(c)(7)(A) of the Federal Insecticide, Fungicide, and Rodenticide Act, as amended, is acceptable provided 
that you: 

I. Submit and/or cite all data required for registration of your product under FIFRA section 3(c)(5) 
when the Agency requires all registrants of similar products to submit such data. 

2. S11bmit two (2) copies of the final printed labeling prior to releasing the product for shipment. 

If these conditions are not complied with, the registration will be subject to cancellation in accordance with 
FIFRA § 6(e). Your release for shipment of the product bearing the amended labeling constitutes 
acceptance of these conditions. If you have any further questions regarding this, please do not hesitate to 
contact Susanne Cerrelli, at 703-308-8077 (cerre!!i.susanne!@epa.gov). 

Enclosure 

SYMBOL • --;<; II 
' SURNAME J> 

"" (niff I 
OATE • s 1dl., 

,_ 

EPA Form 1320·1A (1190) 

"ll u 
1\JA. 

I" l1vh 

"" ' 

Sincyrely, 

, vV, \~v~At-l/v-V 
~erlyNesci 
Chief 
Biopesticides and Pollution Prevention Division 
Microbial Pesticides Branch (75l!P) 

CONCURRENCES 

OFFICIAL FILE COPY 
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ACCEPTED 
I.!AYl 6 2013 

Under the Federallnsecttdde, Fungicide, 
and Rodenticide Act, as amended, for 
the pesticide revlsterect under 
EPA Reg. No. 7tt6f- loiS 

CX-9030 
BIOFUNGICIDE 

Water Dispersible Granular Biofungicide 
(Alt. Double Nickel 55™, AmyloRX™, Bacstar™) 

.. , FOR ORGANIC PRODUCTION 

Active Ingredient: 

OMRI 
IWDWWI 
"""' ........ '"""'-

Bacillus amyloliquefaciens strain D747* ........................................................ 25.0% 
Other Ingredients ...................................................................................................... 75.0% 
Total .......................................................................................................................... lOO.O% 
*Contains a minimum of 5x 10 10 colony-forming units (cfu) per gram 

EPA Reg. No. 70051-108 
EPA Est. No. 70051-CA-001 

Manufactured by: Certis USA, L.L.C. 
9145 Guilford Rd., Suite. 175 

Columbia, MD 21046 

NET WEIGHT: 5 LBS Lot No: 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
FIRST AID -Agricultural Use 

IF IN EYES: Hold eyes open and rinse slowly and gently with water for 15-20 minutes. Remove contact 
lenses, if present, after the first 5 minutes, then continue rinsing eye. Call a poison control center or doctor 
for treatment advice. 

IF ON SKIN: Take off contaminated clothing. Rinse skin with plenty of water for 15-20 minutes. Call a 
poison control center or doctor for treatment advice. 

IF INHALED: Move person to fresh air. If person is not breathing, call 911 or an ambulance, then give 
artificial respiration, preferably mouth-to-mouth if possible. Call a poison control center or doctor for 
further treatment advice. 

Have the product label with you when calling a poison control center or doctor. 
Hot Line No.:l-800-255-3924 for additional information 

PRECAUTIONARY STATEMENTS- Agricultural Use 

HAZARDS TO HUMANS & DOMESTIC ANIMALS 

CAUTION: Causes moderate eye irritation. Prolonged or frequently repeated skin contact may cause 
allergic reactions in some individuals. Avoid contact with eyes or clothing. Avoid breathing spray mist. 
Wash thoroughly with soap and water after handling and before eating, drinking, chewing gum, using 
tobacco or using the toilet. 
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PERSONAL PROTECTIVE EQUIPMENT (PPE) 

Applicators and other handlers must wear: 
• Long-sleeved shirt and long pants 
• Waterproof gloves 
• Shoes plus socks 

I 1 , • 
0 J, tf :•j~·= ;;:·.' 

· •• ..... ' ~""'!('H"1f! :: h ! I 

Mixer/loaders and applicators must wear a dust/mist filtering respirator meeting NIOSH standards of at 
least N-95, R-95, or P-95. Repeated exposure to high concentrations of microbial proteins can cause 
allergic sensitization. Follow manufacturer's instructions for cleaning and maintaining PPE. If no 
instructions are available, use detergent and hot water for washables. Keep and wash PPE separately from 
other laundry. 

When handlers use closed systems, enclosed cabs, or aircraft in a manner that meets requirements listed in 
the Worker Protection Standard (WPS) for agricultural pesticides, the handler PPE requirements may be 
reduced or modified as specified in the WPS. 

USER SAFETY RECOMMENDATIONS 

Users should: 
• Remove clothing/PPE immediately if pesticides get inside. Then wash thoroughly and put on 

clean clothing. 
• Remove PPE immediately after handling this product. Wash the outside of gloves before 

removing. As soon as possible, wash thoroughly and change into clean clothing. 

ENVIRONMENTAL HAZARDS- Agricultural Use 

Do not apply directly to water or to areas where surface water is present, or to intertidal areas below the 
mean high water mark. Do not contaminate water when disposing of equipment washwaters or rinsate. Do 
not apply when weather conditions favor drift or runoff from treated areas. 

GENERAL INFORMATION 

CX-9030 is a broad-spectrum preventative biofungicide for control or suppression of fungal and bacterial 
plant diseases. The active ingredient ofCX-9030 is a naturally occurring strain (0747) ofthe beneficial 
rhizobacterium Bacillus amyloliquefaciens, which colonizes roots, leaves, and other plant surfaces. D747 
rapidly colonizes plant root hairs, leaves, and other surfaces, preventing establishment of disease-causing 
fungi and bacteria. 

CX-9030 can be applied alone or in combination and/or rotation with chemical fungicides as a tool for 
integrated disease management in agricultural crops, ornamental and nursery plants, and turfgrass, in 
accordance with the most restrictive of those label limitations and precautions. CX-9030 offers a valuable 
tool for management of resistance to chemical fungicides through its multiple and unique modes of action. 

CX-9030 can be applied up to and including the day of harvest. 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. For any 
requirements specific to your State or Tribe, consult the State or Tribal Agency responsible for pesticide 
regulation. Do not apply this product in a way that will contact workers or other persons, either directly or 
through drift. Only protected handlers may be in the area during application. 
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AGRICULTURAL USE REQUIREMENTS 

Use this product only in accordance with its labeling and with the Worker Protection Standard 40 CFR Part 
170. This standard contains requirements for the protection of agricultural workers on farms, forests, nurseries, 
and greenhouses and handlers of agricultural pesticides. It contains requirements for training, decontamination, 
notification, and emergency assistance. It also contains specific instructions and exceptions pertaining to the 
statements on this label about personal protective equipment (PPE), and restricted entry intervals. The 
requirements in this box only apply to uses of this product that are covered by the Worker Protection Standard. 

Do not enter or allow worker entry into treated areas during the restricted entry interval (REI) of 4 hours. 

PPE required for early entry to treated areas that is permitted under the Worker Protection Standard and that 
involves contact with anything that has been treated, such as plants, soil or water is: cover-alls, waterproof 
gloves, shoes plus socks. 

Exception: If the product is soil injected or soil incorporated, the Worker Protection Standard, under certain 
circumstances, allows workers to enter the treated area ifthere will be no contact with anything that has been 
treated. 

Non-Agricultural Use Requirements 

The requirements in this box apply to uses of this product that are NOT within the scope of the Worker 
Protection Standard for agricultural pesticides ( 40 CFR Part 170). The WPS applies when this product is used 
to produce agricultural plants on farms, forests, nurseries, or greenhouses. Keep unprotected persons out of 
treated areas until sprays have dried. 

MIXING AND HANDLING INSTRUCTIONS 

Mix the required amotmt ofCX-9030 in cool water with sufficient agitation to maintain a uniform 
suspension in the spray or mixing tank. Tank should be cleaned prior to use. Do not use highly alkaline 
or highly acidic water to mix sprays. Use a buffering agent if necessary to maintain neutrality (pH 6 to 8) 
of water in the tank. Maintain agitation during application. Apply immediately after mixing; do not allow 
spray mix to stand overnight. 

APPLICATION METHODS 

Ground: CX-9030 can be applied in most commonly-used ground application equipment, such as tractor
mounted boom, airblast, high clearance, hose-end, backpack, and other pressurized sprayers; hose-end or 
hand-held sprayers; foggers or mist blowers; water wheel and other drench applicators; and shank or other 
soil injection method. 

Aerial: CX-9030 can be applied by fixed or rotary winged aircraft in a minimum of 3 gallons of water per 
acre. Standard precautions should be taken to minimize spray drift. 

Chemigation: CX~9030 can be applied through drip (trickle) and sprinkler type irrigation equipment. 
Refer to the section entitled "Chemigation Instructions" for detailed instructions. 
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AJ!ncultura crops 
CROPS 

Vegetables and melons 

Brassica vegetables 
such as broccoli, cabbage, 
cauliflower, Brussels sprouts, 
kohlrabi, and other cole crops 
(including those grown for seed 
production) 

Bulb vegetables 
such as onions, garlic, shallots, and 
others (including those grown for 
seed production) 

Cucurbits 
such as cucumbers, squash (all types), 
cantaloupes, muskmelons, 
watermelons. and other melons 
(including those grown for seed 
production). 

Fruiting vegetables 
such as tomatoes, peppers, eggplant, 
tomatillo, okra, and others (including 
those grown for seed production). 

Leafy vegetables 
such as head and leaf lettuce, celery, 
spinach, radicchio, arugula, 
watercress, and others (including 
leafy Brassica vegetables such as 
mustard and collard greens, kale, bok 
choi, and related crops), including 
those grown for seed production. 

Legume vegetables 
succulent and dried beans and peas 
such as green, snap, shell, and Lima 
beans, garbanzo beans, chickpeas, 
soybeans, dry beans, peas, split peas, 
lentils, and other legumes, including 
those grown for seed production. 

Root, tuber, and corm vegetables 
such as potato, sweet potato, carrot, 
cassava, beets, ginger, radish, 
horseradish22

, ginseng, turnip, and 
other root, tuber and corm crops 
(including those grown for seed 

DISEASES/PATHOGENS 
(See footnotes for additional information) 

Pin rot complex (Aiternaria/Xanthornonas)* 
Leaf spots (Alternaria spp., Xanthomonas spp.) 
Downy mildew (Peronospora spp.) 
Powdery mildew (Erisyphe polygoni) 
"Damping off," seedling blights, and root or crown diseases caused by Pythium, 

Rhizoctonia, Fusarium, Phytophthora, or Verticillium* spp. (see instructions below for 
"Soil application"). 

Botrytis spp. (neck rot, leaf blight) 
Purple blotch (Alternaria spp.) 
Downy mildew (Peronospora spp.) 
Powdery mildew (Erisyphe spp.) 
Rust (Puccinia pori)* 
White rot (Sclerotium cepivorurn) 

"Damping off," seedling blights, and root or crown diseases caused by Pythium, 
Rhizoctonia, Fusarium, Phytophthora, or Verticilliurn* spp. (see instructions below for 
"Soil application"). 

Powdery mildew (Erisyphe and Sphaerotheca spp.) 
Downy mildew (Pseudoperonospora spp.) 
Gummy stem blight (Didyrnella bryoniae and Phorna cucurbitacearum) 
See instructions below for "Soil application" against the following diseases: 

Vine decline (Monosporascus cannonballus)** 
Charcoal rot (Macrophomina phaseoli)** 
"Damping off," seedling blights, and root or crown diseases caused by Pythium, 

Rhizoctonia, Fusarium, Phytophthora, or Verticillium* spp. 

Bacterial spot (Xanthomonas spp.)*1 

Bacterial speck (Pseudomonas syringae pv. tomato)* 1 

Gray mold (Botrytis cinerea) 
Powdery mildew* (Leveillula, Oidiopsis, Erisyphe, and Sphaerotheca spp.) 
Early blight (Alternaria so/ani)* 
Late blight (Phytophthora infestans)* 

See instructions below for "Soil application" against the following diseases: 
"Damping off," seedling blights, and root or crown diseases caused by Pythium, 

Rhizoctonia, Fusarium, Phytophthora, or Verticillium* spp. 
Southern blight (Sclerotfum rolfsii)* and** 

Downy mildew (Bremia lactucae, Peronospora spp.)* 
Powdery mildew (Golovinomyces (Erysiphe) cichoracearum)* 
Bacterial blights 
Head and leaf drop (Sclerotinia spp.)2 

Pink rot (Sclerotinia sclerotiorum)2 

Leaf spots (Cercospora spp.) 
See instructions below for "Soil application" against the following diseases: 

"Damping off," seedling blights, and root or crown diseases caused by Pythium, 
Rhizoctonia, Fusarium, Phytophthora, or Verticillium* spp. 

Bottom rot (Rhizoctonia so/ani) 

White mold (Sclerotinia sclerotiorumi 
Gray mold (Botrytis cinerea) 
Powdery mildew (Microsphaera diffusa) 
Rusts*, including Urornyces appendiculatus, Puccinia spp., and Asian soybean rust 

(Phayospora pachyrhizi) 
"Damping off," seedling blights, and root or crown diseases caused by Pythium, 

Rhizoctonia, Fusarium, Phytophthora, or Verticillium* spp. (see instructions below for 
"Soil application"). 

Black root/crown rot (Alternaria spp.) 
Bacterial leaf blight (Xanthomonas campestris) 
Downy mildew (Peronospora spp.) 
Powdery mildew (Erisyphe spp.) 
Gray mold (Botrytis spp.) 
White mold (Sc/erotinia sclerotiorurn)2 
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production). Black leg /bacte1ial soft 10t (Envinia caro/ovora)** 
Early blight (Alternaria so/ani)* 
Late blight (Phylophthora infeslans)* 
See instructions below for "Soil application'' against the following diseases: 

Black scurf (Rhizoclonia so/ani) 
Cavity spot (Pythium spp.) 
"Damping off," seedling bliglzts, and root or crown diseases caused by Pythium, 

Rhizactonia, Fusarium, Phytophlfwra, or Vertici/!ium * spp. 

Otl!er vegetables Bolrylis spp. 
such as sweet corn, popcorn, Rusts (Puccinia spp.) 
asparagus, peanut, and watercress White mold (Sc!erolinia sc!eroliorum)l 

Leaf spots (Cercospora and Cercosporidium spp.)* 
''Damping off," seedling blights, and root or Clown diseases caused by Pythium, 
Rhi::oclonia, Fusarium, Phylop!Jthora, or Verlicil!ium* spp. 
(see instructions below for "Soil application''). 

Tree fruits and nuts 

Citrus Alternaria leaf spot (Alternaria a/lerna/a) 
such as orange, lemon, lime, Postbloom fruit drop ( Collelotrichum acula/um)* 
grapefruit, tangerine (mandarin), Greasy spot (Mycosphaeref!a cilri)*3 

tangelo, pummelo, and other citrus Citrus canker (Xanthomonas campes1ris pv. ci/r1) 1 

Scab (Eisinoe fmvcetti)* 4 

Melanose (Diaporthe citri)* 

Pome fruits Powdery mildew (Podosphaera leucolric/1a)5 

such as apple, pear, crabappk, quince, Scab (Venturia spp.)* 
and oth~:rs Flyspeck (Zygophia!a jamaicensis)6 ** 

Sooty blotch disease complex6 ** 
Brooks spot (Mycosphaere!fa pomi)6 ** 
Bot rot/wl!ite rot (Botryosphaeria dolhidea)6 ** 
Bitter rot (Co!letolriclwm sppf 
Cedar apple rust (Gymnosporangittmjuniperi-virginianae)6 ** 
Fire bligl!l (Envinia amylovora)* 7 

Stone fruits Powdery mildew (Sphaero1heca and Podosphaera spp.)*8 

sucl! as apricot, cherry, nectarine, Bacterial canker (Pseudomonas spp.) 
peach, plum. prune, pluot, and others Brown rot blossom blight (Moni!iitia laxa)9 

Brown rot (Monilinia fructicola)* 10 

Gray mold (Botrytis cinerea)10 

Peach leaf curl (Taphrina deformans) 
Bacterial leaf spot (Xanthomonas al'bicola pv. p1'uni)1 

Rusty spot (Podosphaera !eucotriclta) 1 

Tree nuts Walnut bliglzt (Xanllwmonas campestris) 11 

such as almond, pistachio, pecan, Anthracnose ( Col!etolrichum aculalum)* 
walnut, filbert, hazelnut, chestuut, Bacterial canker (Pseudomonas syringae) 
macadamia, and other tree nuts. Shot hole (Wi!sonomyces carpophi!us)* 

Brown rot (Monilinia spp.)* 
Pecan scab (Cfadosprium cmyigenum )* 1 and ** 

Pomegranates Leaf and fruit spots (Cercospora, G!oeosporium and Pestafotia sppy 
Fruit rots (Alternaria, Bolrylis, and other spp.)10 

Powdery mildew (Sphaerothecapannosa) 

Other fruits 

Strawberry Powdery mildew (Sphaerotheca macularis, Erisyphe spp.)* 12 

Gray mold (Bot1ytis cinerea)* 11 

Anthracnose (Col/elolriclwm aculatum) 
Angular leaf spot (Xoni/Jomonas fragariae) 1 

For tlzc following diseases, see instructions below for "Soil application" (aud also root dip 
instructions2l): 

"Damping o!T' and root or crown diseases caused by Rhi::octonia, Fusarium, Pylhium, 
Phylopluhoro, and/or Vertici!/ium* spp. 

Charcoal rot (Macrop/!omil!a phaseo!ina)* * 
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Berries, including blueberry, 
blackberry, raspberry, loganberry, 
huckleberry, kiwifruit, gooseberry, 
elderberry, cranberry (non-flooded 
fields), currant, and other berries 

Grapes 
including wine grapes, table grapes, 
and raisins 

Tropical fruits 

such as avocado18
, mango18

, papaya19
, 

pineapple19
, banana, plantain, and 

others. 

Other Crops 

Herbs and spices 
such as basil, thyme, coriander, dill , 
cilantro, parsley, mint, and others 
(including those grown for seed 
production). 

Coffee 

Tobacco 

Corn, including field corn, sweet 
corn, popcorn, sileage corn, seed 
corn, and other corn crops. 

Cereal grains, such as barley, millet, 
oats, rice, rye, sorghum, triticale, 
wheat, and other cereal grain crops 
(including those grown for seed). 

Mummy berry (Monilinia vaccinii-corymbosi)* 
Botrytis blight (Botrytis cinerea) 
Bacterial canker (Pseudomonas spp.)13 

Anthracnose fruit rot (Colletotrichum acutatum)10 

Sclerotinia (Sclerotinia sclerotiorum) 

Powdery mildew (Erisyphe (formerly Uncinula) necator)14 

Gray mold (Botrytis cinerea)15 

Sour rot complex15 

Downy mildew (Piasmopara viticola)* 
Phomopsis (Phomopsis viticola)16 

Eutypa (Eutypa lata) 11 

Anthracnose (Col/etotrichum spp.) 
Scab (Sphaceloma perseae) 
Bacterial canker (Xanthomonas camgestris) 
Sigatoka (Mycosphaerel/a fl}iensis) 0 

Powdery mildews (Oidium spp. and others) 
Downy mildews (Peronospora spp. and others)* 
Damping off diseases (Rhizoctonia, Pythium, Alternaria, and Fusarium spp.) 
Leaf spots (Alternaria, Septaria, Colletotrichum, and Cercospora spp.)* 
Bacterial diseases (En 11inia, Xanthomonas. and Pseudomonas spp.} 
Rusts (Puccinia spp. and others) 
"Damping off' and root or crown diseases caused by Rhizoctonia, Fusarium, Py thium, 

Phy tophthora, and/or Verticillium • spp. (see instructions below for "Soil application"). 

Coffee berry disease (Colletotrichum coffeanum)1 

Coffee rust (Hemileia vastatrix)1
" " 

Anthracnose (Colletotrichum spp.) 
Botrytis flower blight 
Cercospora leaf spot** and berry blotch** 
"Damping off' and root or crown diseases caused by Rhizoctonia, Fusarium, Pythium, 

Phytophthora, and/or Verlicil/ium* spp. (see instructions below for "Soil application"). 

Angular leaf spot (Pseudomonas spp.) 
Anthracnose (Colletotrichum and Glomerella spp.) 
Blue mold or downy mildew (Peronospora spp.)* 
Brown spot (A lternaria) 
Barn spot/ frogeye leaf spot (Cerrcospora nicotianae)10 

Collar rot (Sc/erotinia slcerotiorum)2 

Gray mold (Botrytis cinerea) 
Powdery mildew (Erysiphe cichoracearum) 
Target spot (Rhizoctonia so/ani) 
See instructions below for " Soil application" against the following diseases: 

"Damping off," seedling blights, and root or crown diseases caused by Pythium, 
Rhizoctonia, Fusarium, 0/pidium, Phytophthora, or Verticillium* spp. 

Charcoal rot (Macrophomina phaseolina) 
Black root rot (Thie/aviopsis basicola) 
Black shank (Phy tophthora spp.)* 
Southern blight/southern stem rot (Sclerotium rolfsii)* 

Commmon rust (Puccinia sorghi)* 

Southern leaf blight 

(Bipolaris maydis/Cochliobolus heterostrophus/Helminthosporium maydis) 

Powdery mildew (Erysiphe graminis) 

Rust (Puccinia spp.)* 

Rice blast (Pyricularia oryzae) 

Sheath spot/blight (Rhizoctonia and Thanatephorus spp.) 

Smut (Tillelia barclayana) 

Bacterial blight/streak (Xanthomonas spp.) 

Stem rots (Magnaporthe and Sclerotium spp.) 

Cercospora leaf spot 

Brown rot/leaf spots/smuts (Ceratobasidium, Cochliobolus, Dreschlera. and Entyloma spp.) 
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Oilseed crops, including canola, White mold/Stem rat (Sclerotinia sclerotiarurn) 
castor, coconut, cotton, !lax, oil palm, Rusts*, including Uromyces appendiculatus, Puccinia spp., and Asian soybean rust 
olive, peanut, rapeseed, safllower, (Phayospara pachyrhizl) 
sesame, sunflower, soybeans, and 

Bac!erial Speck (Pse11domonas syringae pv.glycinea) 
other oilseed craps, including those 
grown for seed production. Bacterial Pustule (Xanthamouas spp.) 

Brown Spat (Septoria glycines) 

Cercaspora Leaf Spot 

Pod and Stem Blighls (Diaporthe and Phomopsts spp.) 

Downy Mildew (Peronaspora vwusherica) 

Mint Rusl (Puccinia spp.) 

Hops Powdery mildew (Sphaerotheca macu/aris)21 

Sugnr beets (including crops grown Leaf spots (Cercaspora and Ramularia spp.) 
for seed production) Powdery mildew (Erysiphe spp.) 

Rust ( Uromyces berae) 

Footnotes: 

*Suppression only; for improved control mix or rotate With chemical fungicide approved for such usc. **NOT FOR USE IN CALIFORNIA" 

'Tank mix or rotate with copper-based fungicides at label rates for improved control. 
1Apply at or immediately following planting (but before plant emergence) as a banded seed line treatment 4to 6 inches ~>.·ide. Make second application m 

thinning or cultivation in sufficient water and multiple nozzles to ensure thorough coverage of lower lenves and surrounding soil surface. Incorporation 
with light irrigation after application may improve disease control. Repeat at !0-!4 day intervals if conditions promoting disease persist. 

1 For greasy spot suppression, apply at first new foliar flush and repeat with each new flush. Tank mix with spray oil or copper based fungicide m labeled 
rates. 

'For suppression of citrus scab, start applications at first new foliage flush and repeat at petal fall and when fmit are Y, inch in diameter. 

s Make fmn applicmion at or before tigllt cluster if conditions favor disease development. Repeat at 7-!0 day intervals through the second cover spray or 
I on get on Sl!Sceptible varieties or if environmental conditions favor rapid dise;Jse development. 

''Begin applications before bloom when environmental conditions favor disca'ic development, repeating at 7 to 14 day intervals or as needed. Control may 
be cnhnnccd by addition of a surfactant to improve spray coverage. Use only surfactants known to be safe for use on the crop and for \¥hich such usc is 
allowed. 

'Rotate with antibiotics registered for fire blight control for improved performance. Begin applications at l-5% open blossoms and repeat every 3-7 days 
as necessary umil petal fall, wben intervals can be increased to 7 days. CX-9030 can also be used in summer "cover spray" applications to control the 
sltoot blight phase of 11rc blight and summer diseases. Can be mixed with copper fungicides to improve control. 

'Make ftrst application at popcorn stage and repeat every 7 days. 

• Start applying at early bloom stage and repeat every 7 days through petal fall. 
1" Pre-harvest applications in sufficient water to cover fruit or other harvested plant parts may improve control of postharvest infections. 

"Begin applications at or before pistillate bloom, repeating every 7-!0 days. Apply before rainfall if possible, and tank mix or rotate with a copper-based 
bactericide registered for such use for improved control. 

" Start applications at or just before flowering and repeat every 7- tO days as needed through harvest. 

n Apply before fall rains and again during dormancy before spring gro\\1h. 

"Start applications when new shoots nre Y, to l y, inches long. Repeat at 3-5 inches, 8-!0 inches, and then m 7-!0 day intervals until disease conditions no 
longer exist. 

ts Apply at bloom, bcrorc bunch closure, at vcraison, and before harvest. 

'"Apply l\'hen shoots are y, to l inch long and again when 6-8 incites long. 

"Mix I ounce CX-9030 per gallon of water and apply to pruning wounds. 

"Apply at budbreak and repeat on !4-2! day interval as needed through harvest. 

'''Apply at flowering and repeat on !4-2! day interval as needed through han·est 

lLL Apply at lirst appearance of leaves and repeat at 7-2! day intervals as needed, in sufficient watcrto obtain thorough coverage of foliage. Tank mix with 
spray oil or other registered fungicides for improved control. 

"Mix 0.5-t lb CX-9030 per !00 gallons ofwmer and apply in minimum of20 gallons per acre from 

emergence to training, SO gallons per actc ftom training to wire, and !00 gallons per acre from wire touch through harvest. 

" For treatment of horseradish or strawberry roots immediately before transplanting: immerse bate roots (individually or in bunches) for !0 seconds in a 
suspension of2-4 ounces CX-9030 per gallon ofwatcr. 
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Foliar application: For control of diseases on foliage, flowers, fruit, or other above-ground parts of 
plants: Mix CX-9030 in water and apply as a spray at a rate of 0.25 to 3 pounds per acre in sufficient 
water to achieve thorough coverage of the crop canopy with minimal runoff. Begin applications at crop 
emergence, transplanting, or when conditions are conducive to development of disease. Repeat 
application every 7 to 10 days, or as needed, for as long as conditions favor disease development. Lower 
rates (0.25 to 1 pound per acre) may be applied under light disease pressure, to smaller (e.g. newly
emerged) plants, or when CX-9030 is used in a tank mix with other fungicides whose labels allow such 
use. Under moderate to severe disease pressure, or when environmental conditions and plant stage are 
conducive to rapid disease development, use higher label rates (1 to 3 pounds per acre), apply more 
frequently (every 3 to 7 days), and mix or rotate CX-9030 with other fungicides for improved 
performance. 

Soil application: For control of soilborne diseases infecting seeds, seedlings, roots, crown, stems, or 
other plant parts below ground or in contact with soil: Apply CX-9030 at 0.125 to 1 pound per acre. 
Mix the required amount in sufficient water to apply by one of the following methods: 

• Soil drench applied to transplants in flats or pots in the greenhouse or nursery any time prior to 
transplanting (see additional drench instructions under "Nurseries, greenhouses, shade houses, and 
ornamental plants" below). 

• Soil drench at transplanting, using a "water wheel" injector, spray nozzles/hoses, or other method to 
drench each root ball and/or planting hole. 

• Soil or seedline drench, or banded spray (in-furrow) at planting. See the section on "Banded (in
furrow) application" below for additional instructions. 

Follow-up (post-planting) preventative applications can be made every 2-4 weeks by one or more of the 
following methods, if needed: 

• Drip (trickle) or any type of sprinkler irrigation, any time after planting or transplanting. See 
Chemigation Instructions for additional information. 

• Spray directly onto the soil surface and/or lower plant parts. If targeting root disease, follow 
immediately with sufficient overhead sprinkler irrigation to move CX-9030 to the root zone. 

• Injection directly into the rooting zone using shanks or similar equipment. 

Lower rates (0.125 to 0.5 pounds per acre) may be applied under light disease pressure, to smaller plants, 
or when CX-9030 is used in a tank mix with other fungicides whose labels allow such use. Under 
moderate to severe disease pressure, or when environmental conditions and plant stage are conducive to 
rapid disease development, use higher label rates (0.5 to 1 pound per acre), apply more frequently (every 
2 weeks), and mix or rotate CX-9030 with other fungicides for improved performance. 

Banded {in-furrow) application: Use the table below to determine the correct application rate of CX-9030 
per 1,000 row feet, based on row spacing and desired rate per acre. Mix the required amount ofCX-9030 
in water and apply as banded spray (4" to 6" wide) or seedline drench centered over the planting furrow. 
Apply directly over seeds in the furrow just before they are covered with soil. The volume of water 
required per acre or per 1,000 row feet will depend on the application equipment used. Consult your local 
cooperative extension service if you need assistance calibrating band spraying equipment. 
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Rates for banded (in-furrow) application: Find desired application rate in the left column. Read 
across that line to the correct row spacing indicated at the top to find the number of otmces (dry) per 1,000 
row feet that will provide the desired application rate per acre. To convert to level teaspoons, multiply 
the number of ounces by 8.2. For level tablespoons, multiply the munber of otmces by 2.75. 

Rate/acre Space between rows (inches) 
(pounds) 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 

0.25 0.1 0.1 0.1 0.1 0.2 0.2 0.2 0.2 0.2 0.2 0.2 0.3 0.3: 0.3 0.3 

0.5 0.2 0.2 0.2 0.3 0.3 0.3 0.4 0.4 0.4 0.5 05 0.5 0.6 0.6 0.6 
0.75 0.3 0.3 0.4 0.4 0.5 0.5 0.6 0.6 0.6 0.7 0.7 • 0.8 0.8 0.9 0.9 
1.0 0.4 0.4 0.5 0.6 0.6 0.7 0.7 0.8 0.9 0.9 1.0 ' 1.0 1.1 1.2 1.2 

1.25 0.5 0.5 0.6 0.7 0.8 0.8 0.9 1.0 1.1 1.1 1.2 1.3 -1A''' 1.5 ·]5 

1.5 0.6 0.6 0.7 0.8 0.9 1.0 1.1 1.2 1.3 1.4 1.5 1.6 1.7 1.7 . ].8 

1.75 0.6 0.7 0.9 1.0 1.1 1.2 1.3 1.4 1.5 1.6 1.7 1.8 1.9 2.0 2.1 

2.0 0.7 0.9 1.0 1.1 1.2 1.3 1.5 1.6 1.7 1.8 2.0 2.1 2.2 2.3 2.4 
2.25 0.8 1.0 1.1 1.2 1.4 1.5 1.7 1.8 1.9 ·. 2.1 2.2 2.3 2.5 .' 2.6 '2.8 

2.5 0.9 1.1 1.2 1.4 1.5 1.7 1.8 2.0 2.1 • 2.3 2.4 2.6 2.8 2.9 . 3.1 
2.75 1.0 1.2 1.3 1.5 1.7 1.9 2.0 2.2 2.4 2.5 2.7 2.9 3.0 3.2 ·. 3.4 

3.0 1.1 1.3 1.5 1.7 1.8 2.0 2.2 2.4 2:6 2.8 2.9 3.1 3.3 3.5 • 3.7 

Nurseries, greenhouses, shadehouses, and ornamental plants: 

Spray application: Mix 0.25 to 3 pounds of CX-9030 per 100 gallons of water and apply as a foliar 
spray of sufficient volume to wet the entire plant with minimal runoff. Begin preventative applications at 
plant emergence and repeat every 3-28 days as needed (every 3-7 days if disease pressure is high or 
environmental conditions are highly favorable to disease outbreak, 10-28 days under low pressure or less 
conducive conditions). 
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Drench application: Mix 0.125 to 2 pounds of CX-9030 per 100 gallons of water and apply as a 
drench or coarse spray to soil or other growing media in pots, flats, plugs, trays, or planting beds, for 
control or suppression of soilborne diseases of seedlings, cuttings, bedding plants, and transplants 
(including vegetables and other transplanted food crops). Make first application at or immediately before 
seeding, sticking, germination, or transplanting. Repeat applications every 14-28 days as needed. 
Transplants can be treated immediately before transplanting into field soils to protect against damping-off 
and other diseases that reduce plant establishment. 

Cutting or root dip: Dip basal end of cuttings or bare roots (individually or in bunches) in a suspension of 
1 to 2 pounds of CX-9030 per gallon of water. Immerse for 5-l 0 seconds immediately before planting. 

Chemigation: Mix 0.125 to 2 pounds of CX-9030 per 100 gallons of water and apply via drip, 
handheld, or sprinkler irrigation systems. Refer to "Chemigation Instructions" for more details. 

CROPS/USE SITES DISEASES/PATHOGENS 

Indoor, outdoor, and shade- or other Powdery mildews caused by Erisyphe, Podosphaera, Sphaerotheca, Oidium, and 
cover-grown ornamental trees and shrubs, Golovinomyces spp.) 
flowering plants, foliage plants, tropical Anthracnose (Colletotrichum spp.) 
plants, potted plants, potted or cut Bacterial leaf spots caused by Erwinia, Pseudomonas, and Xanthomonas spp. 
flowers, bedding plants, forestry Damping-off disease (Rhizoctonia, Pythium, Fusarium spp.) 
seedlings, conifer production for Late blight, blackeye, and root rots caused by Phytophthora spp. 
reforestation, fruit trees, vegetables and Gray mold and blight caused by Botrytis cinerea 
other crops grown in greenhouses or Black root rot (Aspergillus spp.) 
nurseries. Black spot of roses (Diplocarpon rosae) 

Downy mildew (Peronospora spp.) 
Leaf spots caused by Alternaria, Septaria, Cercospora. Entomosporium, 

Helminthosporium, and Myrothecium spp.) 
Rust (Puccinia spp.) 
Scab (Venturia spp.) 
Root rot, bottom rot, or stem rot caused by Rhizoctonia solani 
Sclerotinia blight 
Fusarium wilts 

Turfgrass application: For control of foliar diseases, apply CX-9030 at 0.5 to 1 ounce per 1,000 
square feet as a ground-directed spray in sufficient water to provide thorough coverage. To control root 
and crown diseases in or on the soil, immediately follow the spray with sufficient overhead sprinkler 
irrigation to move the product into the root zone. 

USE SITES/CROPS DISEASESfPATHOGENS 

Turf, sod, lawns, golf course (fairways, Anthracnose (Colletotrichum graminicola) 
roughs, greens, tees), grass seed production Brown patch (Rhizoctonia so/ani) 

Including but not limited to: Bluegrass, Dollar spot (Lanzia and Moellerodiscus spp., formerly Sclerotinia homeocarpa) 

Bentgrass, Bermudagrass (common & Powdery mildew (Erisyphe graminis) 

hybrid), Dichondra, Fescue, Orchardgrass, Rust (Puccinia spp.) 

Poa annua, St. Augustine grass, Ryegrass, Gray leaf spot (Pyricularia grisea) 

Zoysia, mixtures, and other grasses or "Damping orr• or seedling blights caused by Pythium 

ornamental turf 
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STORAGE AND DISPOSAL 

Do not contaminate water, food, or feed by storage and disposal. 

Pesticide Storage: Store in a dry area inaccessible to children. Store in original containers only. 
Keep container closed when not in use. 

Pesticide Disposal: Wastes resulting from the use of this product may be disposed ofonsite or 
at an approved waste disposal facility. 

Container Handling: Nonrefillable container. Do not reuse or refill this container. Completely 
empty bag into application equipment Then offer for recycling if available or dispose of empty 
bag in a sanitary landfill, or by incineration, or if allowed by state and local authorities, by 
burning. If burned, stay out of smoke. 
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CHEMIGATION INSTRUCTIONS 

General information: 

Apply this product only through drip (trickle) irrigation (including micro-irrigation through spaghetti 
tubes or individual tubes) or sprinkler irrigation (including impact or microsprinklers, overhead boom, 
solid set, lateral move, end tow, side-roll, center pivot, or hand move, including mist-type systems); or 
with hand-held calibrated irrigation equipment (such as a hand-held wand with injector). Do not apply 
this product through any other type of irrigation system. 

Crop injury or lack of effectiveness can result from non-uniform distribution of treated water. 

If you have questions about calibration, contact State Extension Service specialists, equipment 
manufacturers or other experts. 

Do not connect an irrigation system (including greenhouse systems) used for pesticide application to a 
public water system unless the pesticide label-prescribed safety devices for public water systems are in 
place. 

A person knowledgeable of the chemigation system and responsible for its operation, or under the 
supervision of the responsible person, shall shut the system down and make necessary adjustments should 
the need arise. 

Public water system means a system for the provision to the public of piped water for human 
consumption if such system has at least 15 service connections or regularly serves an average of at least 
25 individuals daily at least 60 days out of the year. 

Chemigation systems connected to public water systems must contain a functional , reduced-pressure 
zone, backflow preventer (RPZ) or the functional equivalent in the water supply line upstream from the 
point of pesticide introduction. As an option to the RPZ, the water from the public water system should 
be discharged into a reservoir tank prior to pesticide introduction. There shall be a complete physical 
break (air gap) between the outlet end of the fill pipe and the top or overflow rim of the reservoir tank of 
at least twice the inside diameter of the fill pipe. 

The pesticide injection pipeline must contain a functional, automatic, quick-closing check valve to 
prevent the flow of fluid back toward the injection. 

The pesticide injection pipeline must contain a functional, normally closed, solenoid-operated valve 
located on the intake side of the injection pump and connected to the system interlock to prevent fluid 
from being withdrawn from the supply tank when the irrigation system is either automatically or manually 
shut down. 

The system must contain functional interlocking controls to automatically shut off the pesticide 
injection pump when the water pump motor stops, or in cases where there is no water pump, when the 
water pressure decreases to the point where pesticide distribution is adversely affected. 

Systems must use a metering pump, such as a positive displacement injection pump (e.g., diaphragm 
pump) effectively designed and constructed of materials that are compatible with pesticides and capable 
of being fitted with a system interlock. 

Do not apply when wind speed favors drift beyond the area intended for treatment. 

Remove scale, pesticide residues, and other foreign matter from the chemical supply tank and injector 
system and flush with clean water before use. Failure to provide a clean tank, free of scale or residues 
may reduce effectiveness of this product. 
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Drip (trickle) and micro-irrigation chemigation: 

l. The system must contain a functional check valve, vacmun relief valve and low pressure drain 
appropriately located on the irrigation pipeline to prevent water source contamination from backflow. 

2. The pesticide injection pipeline must contain a functional, automatic, quick-closing check valve to 
prevent the flow of fluid back toward the injection pump. 

3. The pesticide injection pipeline must also contain a ftu1ctional, normally closed, solenoid-operated 
valve located on the intake side of the injection pump and connected to the system interlock to prevent 
fluid from being withdrawn from the supply tank when the irrigation system is either automatically or 
manually shut down. 

4. The system must contain functional interlocking controls to automatically shut off the pesticide 
injection pump when the water pump motor stops. 

5. The irrigation line or water ptunp must include a functional pressure switch which will stop the water 
pump motor when the water pressure decreases to the point where pesticide distribution is adversely 
affected. 

6. Systems must use a metering pump such as a positive displacement injection pump (i.e., diaphragm 
pump) effectively designed and constructed of materials that are compatible with pesticides and 
capable of being fitted with a system interlock. 

7. Dilute the product in water following the label mixing directions. It may be premixed in a supply tank 
with water, fertilizer, or other appropriate tank-mixed agricultural chemicals. Agitation is necessary. 
Apply to moderately moist soils. Use volumes that thoroughly wet the soil but that do not cause 
significant runoff or excessive drip from pots. Application should be continuous in sufficient water to 
apply the recommended rate evenly to the entire treated area. 

Sprinkler chemigation: 

1. The system must contain a functional check valve, vacumn relief valve, and low pressure drain 
appropriately located on the irrigation pipeline to prevent water source contamination from backflow. 

2. The pesticide injection pipeline must contain a functional, automatic, quick-closing check valve to 
prevent the flow of fluid back toward the injection pump. 

3. The pesticide injection pipeline must also contain a functional, normally closed, solenoid-operated 
valve located on the intake side of the injection pump and connected to the system interlock to prevent 
fluid from being withdrawn from the supply tank when the irrigation system is either automatically or 
manually shut dO\vn. 

4. The system must contain functional interlocking controls to automatically shut off the pesticide 
injection pump when the water ptunp motor stops. 

5. The irrigation line or water ptunp must include a functional pressure switch which will stop the water 
pump motor when the water pressure decreases to the point where pesticide distribution is adversely 
affected. 

6. Systems must use a metering pump, such as a positive displacement injection pump (i.e., diaphragm 
pump) effectively designed and constructed of materials that are compatible with pesticides and 
capable of being fitted with a system interlock. 

7. Dilute the product in water following the label mixing directions. It may be premixed in a supply tank 
with water, fertilizer or other appropriate tank-mixed agricultural chemicals. Agitation is necessary. 
Apply to moderately moist soils. Use volmnes that thoroughly wet the soil but that do not cause 
significant runoff or excessive drip from pots. Application should be continuous in sufficient water to 
apply the recommended rate evenly to the entire treated area. 

8. Do not apply when \Vind speed favors drift beyond the area intended for treatment. 
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WARRANTY 

Certis USA, L.L.C. warrants that the material contained herein conforms to the description on the label and is reasonably fit for 
the purpose referred to in the directions for use. Timing and method of application, weather, watering practices, nature of soil, 
the disease problem, condition of the crop, incompatibility with other influencing factors in the use of this product are beyond 
the control of the seller. To the extent consistent with applicable law, buyer assumes all risks of use, storage, or handling of this 
material not in strict accordance with directions given herein. NO OTHER EXPRESS OR IMPLIED WARRANTY OF THE 
FITNESS OR MERCHANTABILITY IS MADE. 
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Certis USA 

CE~TIS 
r 

9145 Guilford Road 
Suite 175 
Columbia, MD 21046 

(301) 604-7340 

January 16,2013 

Fax: 301-604-7015 
WW\V .certisusa.com 

Biopesticides and Pollution Prevention Division (BPPD) 
Office of Pesticide Programs (7504P) 
U.S. Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

Re: Certis USA L.L.C. 
Submission of Final Printed Labeling for Registered Pesticide Products 

On behalfofCertis USA, L.L.C., 9145 Guilford Road Suite 175 Columbia, MD 21046, I 
am respectfully submitting an 8570-1 Form and three copies of the final printed labels for 
each of the following registered pesticide products: 

• Deliver 
• Double Nickel LC (CX-9032) 
• Double Nickel 55 (CX-9030) 
• CYD-X HP (CYD-X Plus) 

(EPA Registration No. 70051-69) 
(EPA Registration No. 70051-107) 
(EPA Registration No. 70051-108) 
(EPA Registration No. 70051-112) 

Please note that copies of OMRI certificates are included, when not previously submitted 
to the Agency. 

Please do not hesitate to contact me if you have any questions about this submission. I 
can be reached by telephone at 301-483-3806 or by email at cdively@certisusa.com. 

Sincerely) 

~~for: 
Christine A. Dively 
Directory of Regulatory Affairs 
Certis U.S.A. L.L.C. 
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Print Form 
Pla•z• ,...a lrurructianz on l'fJvttn• h•fol'fJ "''m •• ,, Form A rovad. OMB No. 2070-0060 

Unit&d Stato$ w Registration 
OPP ldttntifier Numbor 

&EPA Environmental Protection Agency Amendment 
Waohington, OC 20460 Other 

Application for Pesticide - Section I 
1. Company/Product Numbor 2. EPA Product Monogttr 3. Propo•ttd Cluuificotion 
70051-108 Sheryl Reilly D Attstrictttd 

4. Compuny/Product (Nttmo) PM# 0Non• 

CX-9030 Microbial Pesticides Branch 

5. Nume end Addren of Applicant (Jnclud• ZJP Cod•/ 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

Certis U.S.A. LLC. 
lbllil. my product is similar or identical in composition and labeling 
to: 

914S Guilford Rd. Suite 175, Columbia MD 21046 
EPA Reg. No. -

D Ch1ck ff this is a nuw oddros.s Product Name 

Section - II 

D Amt~ndmt~nt- Exploin bolow. 0 Finul printed labttls in re,pon .. to July 27, 2012 
Agoncy lettor dotod 

D Rtu:ubminion in response to Agency letter doted D "Me Too" Applicotion. 

D Notificotion- Explain below. D Other- Exploin bttlow. 

Explanation: Usc addltionttl pogel•l if nocnsery. !For section I end Section ll.l 

Submission of three copies of final printed labels in response to EPA Stamped Approved Notification dated July 27, 2012. 

Section - Ill 
1. Metttriel Thi• Product Will a. Pockttoed In: 

Child-Resistant Poekaging Unit Packaging Wtttltr Soluble Packaging 2. Typo of Container 

@y,.· ~y,. ~ 
y., 

§M"" No No No 
P1111tic 
Glan 

• Cortirrcation must If "Yos" No. por II "Ya:" No. por Paper 
Unit Pockoging wgt. contttinsr Puckoge wgt container Other !Spacify) 

bo submitttJd 
' 3. Location of Net Contents Information 4. Siza(s) Rotail Container 5. Location of Labol Oirttctions 

18] 0 Container Sibs ~ Onl.abal 
Lubol On Laboling accompanying product 

6. Monnar in Which Labal it Affixed to Product 1£: Uthogroph 0 Othar 
Peper Pcluad 
Stanci ocl 

Section - IV 
1. Contact Point (Compluttt itttms dirocrly Qg/ow for idontifir.:otion of individual ro bu contoctod, if nllcossury, fo pro ~'.,~s fhS applicatior,J 

No~ Titl• Talepho~o No. (<r)clu'.l"> .l,ru Code) 
Christine A. Dively Director of Reg. Affairs 'J0--:~483-3806 

Certification 
I enrtify that the stntomonu I hava mocla on this form ond ollottochmontli tharoto oro tru&, oceurato ttnd complot". 

, ,j 6. Oo!e t,ppli.ution 
, :• Rocoiva-1 

I acknowledge that uny knowingly folua or mi~>lauding ututamont muy ba punishobla by line or impri~;onrnont 01-

both undar applicsblalaw. 
\Stan1redl 

2.s;0,~ ~~ 
3. Titla 

A Director of Regulatory Affairs 

4. Typ11d Nama 5. Dote 

Christine A. Dively Jan 3, 2013 

EPA FOI'm 8570 1 (R1v. 6-94! ProV1ous adltlons or~ obsolata. . White- EPA Fllto Copy lc.rlglnall . Yellow Appllcont Copy 
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DoubleNickei55TM 
Water Dispersible Granular Biofungicide 

Ql c: ·--OMRI'" •••••••• ~'/II FOR ORGANIC PRODUCTION 
<>~....,--.. "'~ 

Active Ingredient: 
Bacillus amy/0/iquefaciens strain 0747* . . .................... 25.0% 

Net Contents: 5 Pounds 
EPA Reg. No. 7005t-to8 
EPA Est. No. 70051-CA-001 

i~ 
II Other Ingredients:. . . . . . . . . . . ... 75.0% 

Total . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .. 100.0% 
Lot No: 

•contains a minimum of 5>< 1010 colony-fanning units (cfu) per gram 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

FIRST AID -Agricultural Use 
If in eyes: Hold eyes open and rinse slowly and genlly with water 
for 15-20 minutes. Remove conlacl lenses, if present, after the 
first 5 minutes, then continue rinsing eye. CaU a poison control 
center or doctor fortrealment advice. 

If on skin: Take off contaminated clothing. Rinse skin with plenty 
of water for 15-20 minutes. Call a poison control center or doctor 
for treatment advice. 
If inhaled: Move person to fresh air. If person is not breathing, call 
9tt or an ambulance, then give artificial respiration, preferably 
mouth-to-mouth if possible. Call a poison control center or doctor 
tor further treatment advice. 

Have the product label with you when calling a poison control 
center or doctor. 
Hot Line No.: t-800-255-3924 for addijional infonnation 

PRECAUTIONARY STATEMENTS -Agricultural Use 
HAZARDS TO HUMANS & DOMESTIC ANIMALS 
CAUTION: Causes moderate eye irritation. Prolonged or trequently 
repeated skin contact may cause allergic reactions in some 
individuals.Avoid contact with eyes or clothing. Avoid breathing spray 
mist. wash thoroughly with soap and water after handling and before 
eating, drinking, chewing gum, using tobacco or using the toilet. 

PERSONAL PROTECTIVE EQUIPMENT (PPE) 
Applicators and other handlers must wear: 

Long-sleeved shirt and long pants 
• Waterproof gloves 
• Shoes plus socks 
Mixer/loaders and applicators must wear a dusl/mist filtering 
respirator meeting NIOSH standards of at least N-95, R-95, or P-95. 
Repeated exposure to high concentrations of microbial proteins can 
cause allergic sensitization. Follow manufacturer's instructions for 
cleaning and maintaining PPE. It no instructions are available, 
use detergent and hot water for washables. Keep and wash PPE 
separately from other laundry. 

When handlers use closed systems, enclosed cabs, or aircraft in 
a manner that meets requirements listed in the Worker Protection 
Standard (WPS) for agricultural pesticides, the handler PPE 
requirements may be reduced or modified as specified in the INPS. 

Manufactured by: 
Certis USA, LL.C. 
9145 Guilford Rd, Suite t75 
Columbia, MD 21046 

USER SAFETY RECOMMENDATIONS 
Users should: 

Ev 
8.'ii 

if 
1&1 

Remove clothlng!PPE immediately if pesticides get Inside. 
Then wash thoroughly and put on clean clothing. 
Remove PPE Immediately after handling this product. Wash 
lhe outside of gloves before removing. As soon as possible, 
wash thoroughly and change into clean clothing. 

ENVIRONMENTAL HAZARDS- Agricultural Use 
Do not apply directly to water or to areas where surface water is 
present, or to intertidal areas below the mean high water marl<. Do 
nol contaminate water when disposing of equipment washwaters or 
rinsate. Do not apply when weather conditions favor drift or runoff 
trom treated areas. 

GENERAL INFORMATION 
Double Nickel 55 is a broad-spectrum preventative biofungicide for 
control or suppression of fungal and bacterial plant diseases. The 
active ingredient of Double Nickel 55 is a naturally occurring strain 
{D747) of the beneficial rhizobacterium Bacillus amyloliquefaa·ens, 
which colonizes roots, leaves, and other plant surfaces. D747 rapidly 
colonizes plant root hairs, leaves, and other surfaces, preventing 
establishment of disease-causing tungi and bacteria. 

Double Nickel 55 can be applied alone or in combinaUor and/or 
rotalion with chemical fungicides as a tool for integ.<..lt.C> Uio>ease 
management in agricultural crops, or.K.r.lt;l,ll>l and nursery plants, 
and turfgrass, in accordance with the :_.nost re~triclive of thOse label 
limitations and precautions. Double N:.::kel55"offers a valua~l.e tool 
for management of resistance to chrr.ixl• Lngicide-;· In rough its 
multiple and unique modes of action. · 

Double Nickel 55 can be applied up to aho includin:d the dily of 
harvest. 

DIRECTIONS FOR USE . 
It is a violation of Federal law to use this product in .g r.u:mer 
inconsistent with ils labeling. For any requirements spe.::lfic to your 
State or Tribe, consult the State or Tribal Agency resptnsiblc for 
pesticide regulation. Do not apply this product in a wa~· .lh<'~ ·.vm 
contact workers or other persons, either directly or through drift. 
Only protected handlers may be in the area during application. 

r- r·-

~ 
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AGRICULTURAL USE REQUIREMENTS 
Use this product only in accordance with its labeling and with 
the Worker Protection Standard 40 CFR Part 170. This standard 
contains requirements for the protection of agricultural workers 
on farms, forests, nurseries, and greenhouses and handlers 
of agricultural pesticides. It conlains requirements for training, 
decontamination, nollfication, and emergency assistance. It also 
contains specific instructions and exceptions pertaining to the 
statements on this label about personal protective equipment 
(PPE), and restricted entry intervals. The requirements in this box 
only apply to uses of this producl that are covered by the Worker 
Protection Standard. 
Do not enter or allow worker enlry inlo treated areas during the 
restricted entry interval (REI) of 4 hours. 
PPE required for early entry to treated areas that is permilted 
under the Worker Protection Standard and that involves contact 
with anything that has been treated, such as plants, soil or water 
is: cover-alls, waterproof gloves, shoes plus socks. 
Exception: If the product is soil iniected or soil incorporated, the 
Worker Protection Standard, under certain circumstances, allows 
workers to enter the treated area if there will be no contact with 
anything that has been treated. 

NON-AGRICULTURAL USE REQUIREMENTS 
The requirements in this box apply to uses of this product !hat 
are NOT within the scope of the Worker Protection Standard 
for agricultural pesticides (40 CFR Part 170). The VvPS applies 
when this product is used to produce agricultural planls on fanns, 
forests, nurseries, or greenhouses. Keep unprotected persons 
out of treated areas unlil sprays have dried. 

MIXING AND HANDLING INSTRUCTIONS 
Mix the required amount of Double Nickel 55 in cool water with 
sufficient agitalion to maintain a uniform suspension in the spray 
or mixing tank. Tank should be cleaned prior to use. Do not use 
highly alkaline or highly acidic water to mix sprays. Use a buffering 
agent if necessary to maintain neutralijy (pH 6 to 8) of waler in the 
tank. Maintain agitation during application. Apply immediately after 
mixing; do not allow spray mix lo stand overnight. 

APPLICATION METHODS 
Ground: Double Nickel 55 can be applied in most commonly-used 
ground application equipment. such as tractor-mounted boom, 
airblasl, high clearance, hose-end, backpack, and other pressurized 
sprayers; hose-end or hand-held sprayers: foggers or mist blowers; 
water wheel and other drench applicators; and shank or other soil 
iniecUon method. 
Aerial: Double Nickel 55 can be applied by fixed or rotary winged 
aircraft in a minimum of 3 gallons of water per acre. Standard 
precaulions should be taken to minimize spray drift. 
Chemigation: Double Nickel 55 can be applied through drip (trickle) 
and sprinkler type irrigation equipment. Refer to the section entitled 
"Chemigalion Instructions" for delailed instructions. 

Agricultural crops 

CROPS 
DISEASES/PATHOGENS 
(See footnotes for additional information) 

Vegetables and melons 

Brasslca vegetables Pin rot complex (AIIemaria!Xanlhomonas)' 
such as broccoli, leal spols (Alternaria spp., Xanlho1711:!nassw.) 
cabbage, cauliflower, Downy mildew (Peronospora spp.) 
Brussels sprouts, Powdery mildew (Eifsyp/Je polygon/) 
kohlrabi, and other "Damping off," seeding blights, and root or 
cole crops. crown diseases caused by Pythium, Rhizoctonia, 

Fusarium, Phytophfhora, or Vertici#ium• spp. (see 
instructions below for"Soil application"). 

(contmueql 

' 

CROPS DISEASES/PATHOGENS 
(See footnotes for additional information) 

Vegetables and melons (continued) 

Bulb vegetables Botrytis spp. (neck rot feat blighl) 
such as onions, Purple bblch (Aitema!la spp.) 
garlic, shallots, and Downy mildew (Pilronosporn spp.) 
others. Powdery mil:lew (Etfsyp/Je spp.) 

Rust (Puccinia pori)' 
"Damping off,· seedling b~ghts, and root or 

crown diseases caused by Pylhium, Rhizoctonia, 
Fusarium, Phytophthoro, or Verticillium• spp. (see 
instructions below for "Soil application'). 

Cucurbits Powdery mildew (Erisyphe and Sphaerothecaspp.) 
such as cucum- Downy mil:lew (Pseudoperonospora spp.) 
bers, squash (all Gummy slem blight (Didymella bryoniae and Phoma 
types), cantaloupes, coo.ubitacearum) 
muskmelons, water- See instructions below for"Soil application' against 
mebns. and other the following diseases: 
melons. Vine decline (MonosportJSCUS cannonbattus)*' 

Charcoal rot (Macrophomina phaseofi)'" 
'Damping off,' seeding b~ghts, and root or crown 

diseases caused by Pythium, Rhizoctonia, 
Fusarium, Phytophfhora, or Verticillium• spp. 

Fruiting vegetables Bacterial spol (Xanthomonas spp.)'' 
such as tomatoes, Bacterial speck (Pseudomonas syringae pv. loroolo)'' 
peppers, eggplant, Gray mold (Bolrytis cinerea) 
tomalillo, okra, and Powdery mildew' (Leveil/uia, Oidiopsis, Erisyphe, 
others. and Sphaerotheca spp.) 

Early blight (AI/emaria so/am)' 
late !::light (Phytophthora infestans)' 
See instructions below for"Soil application' againsl 

the following diseases: 
"Damping off," seedling blights, and root or 
crown diseases caused by Pylhium, Rhizoctonia, 
Fusarium, Phytor:iltiJora, or Vertk:iltium' spp. 

Southern blighl (Sclerotium rolfsii)' and .. 

Leafy vegetables Downy mil:lew (Bremia lactucae, Pi!ronospora spp.)' 
such as head and Powdery mildew (Golovinomyces (Erisyphe) 
leaf lettuce, celery, cichoracearum)' 
spinach, radicchio, Bacterial blights 
arugula, walercress, Head and leaf drop (Sclerolinia spp.)l 
and others (incllJd. Pink rot (Sclerotinia scleroliorump 
ing leafy Brassica Leaf spots (Cercospora spp.) 
vegetables such as See instructions below for'Soil application" against 
mustard an:! collard the following diseases: 
greens, kale, bok "Damping off," seedling blights, and root or crown 
choi, and related diseases caused by Pythium, Rhizoclonia. 
crops). Fusarium, Phytophthora, or Vertidltium• spp. 

Bottom rot (Rhizoctonia so/an~ 

Legume vegetables lfl.tlile mold (Sclerolinia sc/eroliorump 
succulenl and dried Gray mol:! (&llytis cinerea) 
beans and peas Powdery mildew (Microspi)a"'ra diffus.~f 
such as green, snap, Rusts•, induding l'<OtiJy~-es appendiculatu~, 
shell, and lima Puccinia spp., ai•dAs.lan -oybean rust 
beans, garbanzo (Phayosporn pach,vrfii~(l 
beans, chickpeas, "Damping off," seedling_~ligh\.,, and roO! or 
soybeans, dry crown diseases caused t/' Pythium._R,Iiz&:tor!OJ, 
beans, peas, split Fusarium, Phytophtrora "'"Vertidlliurr; ~pp. (bee 
peas, lentils, and instructions below for; Soil ~!)plical ion"). 
olher legumes. ----

(conlinued) 
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CROPS DISEASES/PATHOGENS 
(See footnotes for additional Information) CROPS 

DISEASES/PATHOGENS 
(See footnotes for additional infonnation) 

Vegetables and melons (continued) Other fruits 

Root, tuber, and Black rootfcrown rot (Alternaria spp.} Stmwbony Powdery mildew (Sphaerotheca macutaris, 
corm vegetables Bacterial leaf blight (Xanthomonas campestris) Erisyphe spp.)'12 

such as potato, Downy mildew (Peronospora spp.) Gray mold (&try/is cinerea)'" 
sweet potato, carrot Powdery mildew (Erisyphe spp.) Anthracnose (Conetotrichum acu/atum) 
cassava, beets, Gray mold (&l!ylisspp.) Angular leaf spot (Xanthomonas fragariae)' 
ginger, radish, horse- IMllte mold (Sc/erolinia scterotiorum)l For the following diseases, see instructions 
radishzz, ginseng, Black leg lbaclerial soft rot (EIWinia caro/ovoro)*' below for "Soli application" (and also root dip 
turnip, and other Early blight (Alternaria so/ani)' instructionsZZ): 
root, tuber and corm tale blight (Phytophthoro infestans)' "Damping off' and root or crown diseases caused 

"'"' See instructions below lor 'Soil application" against by Rhizoctonia, Fusarium, Pythium, Phylophthora, 
the following diseases: and/or Verlicillium' spp. 
Black scurt (Rhizoc/onia sol an~ Charcoal rol (Macrophomina phaseolina)'" 
Gavity spot (Pythium spp.) 

"Damping off," seedling blights, and rool or crown 
diseases caused by Pythium, Rhizoctonia, 
Fusarium, Phytophthora, or VerticiUium' spp. 

Berries, including Mummy berry (Mon#inia vaccinii-rotymbosi)' 
blueberry, black- Botrytis blight (Bolry/is cinerea) 
berry, raspberry, Bacterial canker (Pseudomonas spp.)'J 
loganberry, huci<Je- Anthracnose fruit rot (Coltetotri:hum acutatum)'o 

Other vegetables Botry/is spp. berry, gooseberry, 
such as sweet com, Rusts (Puccinia spp.} elderberry, cranberry 
popcorn, aspara- IMJije mold (Sc/erolinia sckrotiorum)2 (non-flooded fields}, 
gus, peanut, and leal spots (Cercosporo and Cercosporidiumspp.)' currant, and other 
watercress "Damping off; seedling blighls, and root or berries 

crown diseases caused by Pytllium, Rhizoctonia, 
Fusarium, Phytopllthora, or Verticil/ium· spp. (see 
instructions below /or'Soil app~calion'). 

Grapes Powdery mildew (Erisyphe (formerly Undnuta) 
including wine necator)'~ 

grapes, table grapes, Gray mold (Botrytis cinerea)" 
Tree fruits and nuts and raisins Sour rot complex" 

Citrus Alternaria leaf spot (Alternaria altemata) 
sudl as orange, lem- Postbloom fruit drop (Cottetotrichum acutatum)' 
on, lime, grapefruit Greasy spot (Mycosp/laeroUa citri)'> 

Downy mildew (Piasmopara viticola)' 
Phomopsis (Phomopsis viticola)10 

Eutypa (Eutypa lata)'7 

tangerine (mandarin}, Citrus canker (Xanthomonas campestris pv. ciln)' Tropical fruits Anthracnose (Conetotrichum spp.} 
tangelo, pummelo, Scab (Bsinoe fawcetli}'' such as avocado'~. Scab (Spt,acelotrl<l perseae) 
and other citrus Melanose (Oiaporthe citri)' mango'~. papaya'9, Bacterial canker (Xanthomonas campestris) 

Pomc fruits Powdery mildew (Podosphaera leucotricha)l 
such as apple, pear, Scab (Venturia spp.}' 

pineapple", banana, Sigatoka (Mycosphaero!la f!iiensis;ro 
plantain, and others. 

crabapple, quince, Flyspeck (Zygophiata jamaicensis)G'* Other Crops 
and others Sooty blotch disease complex"" 

Brooks spot (Mywsphaerena pomi)' .. 
Bot roVwhite rot (Botiyosphaeria dothidea)"' 
Bitler rot (Col!etotrichum spp.)G 
Cedar apple rust (Gymnosporangium 

juniperi-virginianae}"" 
Fire blight {E!winia amytovora)"' 

Herbs and spices Powdery mildews (Oidium spp. and others) 
such as basil, thyme, Downy mildews (Peronospora spp. and others}' 
conander, dill, cilan- Damping off diseases {Rhizoctonia, Pythium, 
tro, parsley, mini, Aftemaria, and Fusariumspp.) 
and others. Leal spots (Alternaria, Septaria, CoUetotrichum, and 

Cercosporo spp.)' 
Bacterial diseases (Erwinia, Xanthomonas, and 

Stone fruits Powdery mildew {Spt,aerotheca and Pseudomonas spp.} 
such as apricot Podosp/laera spp.}'" Rusts (P!Iccinia spp. and others) 
cherry, nectarine, Bacterial canker (Pseudomonas spp.) "Damping off and root or crown diseases caused by 
peach, plum, prune, Brown rot blossom blight (Monilinia taxa)' Rhizoctonia, Fusarium, Pylhium, Phytop/lthora, 
pluot and others Brown rot (Monilinia fructicota)"o and/or Verticittium• spp. (see instructi::lns below 

Gray mold (Botrylis cineroa)'o 
Peach leaf curl (Taphn"na deformans) 
Bacterial leal spot (Xanthomonas arbicota pv. ptUni)' 
Rusty spot (Podosphaera leucotricha)' 

/or"Soilapplication'). "'""'""'~-~ 
Coffee Coffee berry disea;,e (Cvb'<Jtotrichum coffeanum)' 

Coffee rust" (HerrJeia \JSI~trix)' 
Anthracnose (Col!iltotn"churil spp.} 

Tree nuts V\l"llnut blight (Xanthomonas campes/ris)H Bo/rylis flower blight' 
such as almond, Anthracnose (Cotle/o/richum acutatum)" 
pistachio, pecan, Bacterial canker (Pseudomonas syringa&) 
walnut, filbert. Shot l"w:lle (\Misonomyces carpop/l#us)' 

Cercospora leal spot'' and L.erry blolc~··, 
"Damping off" and root cir Crown diseo.:;es CJus_'C! by 

Rhizoctonia, FuSari(•n '1"')--thium, PhitOpht/Wra, 
hazelnut, chestnut, Brown rot (Monitinia spp.}' 
macadamia, and Pecan scab (C!adosprium caryigenum)'' and" 

and/or Verticittium• SJO. Is~ instructionS" below 
for 'Soil app~catl'oil"j., ·· 

other tree nuts. (conhnued) 
Pomegranates leaf and fruij spots (Oircosporo, Gloeosporium and 

Pesta/olia spp.)' 
Fruit rots (AIIemaria, Botry/is, and other spp.)'" 
Powdery mildew (Sphaerotheca pannosa) 

3 
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CROPS 
DISEASES/PATHOGENS 
(See footnotes for additional information) 

Other fruits (continued) 

Tobacco Angular leal spot (Pseudomonas spp.) 
Anthracnose (Collelotrichum and G/omeroUa spp.) 
Blue mold or downy mildew (Perooospora spp.)' 
Brown spot (Alternaria) 
Bam spoil frogeye leal spot (Cerrcospora nicotiarme)1o 
Collar rot (Sclerofinia slcerotiorvm)' 
Gray mold (Bolrytis cileroa) 
Powdery mildew (Erysiphe cichoracearvm) 
Targel spot (Rhizoclonia solanl) 
See instructions below for "Sail application" against 

the following d'seases: 
"Damping off,' seedling blights, and root or 
crown diseases caused by Pythium, Rhizoc/onia, 
Fusari.Jm, 0/pidium, Phytophlhora, or 
Verlici/fium• spp. 

Charcoal rot (Macrophominaphaseollna) 
Black root rot (Tilielaviopsis basicola) 
Black shank (Phylophlhoro spp.)' 
Southern blight/southern stem rot (Sclerotium rolfsil)' 

Mint Rust (Puccinia spp.) 

"'" Powdery mildew (Sphaerotheca maculatis)21 

Footnotes: 
*Suppression only; fori~ control mixorrotatewith chemical fungicKle 
approved for such use. "*NOT FOR USE IN CALIFORNIA 

' Tank mix or rotate w~h copper-based fungicides at label rates for improved 
control. 

2 Apply at or immediately following planting (but before plant emergence) as 
a banded see<Jiine treatment 4 to 6 inches wide. Make second application 
at thinning or cultivaton in sufficient water and multiple nozzles to ensure 
thorOU{lh couerage of lower leaves and surrounding soil surface. lncorpo-
ration with light inigaton after application may improue disease control. 
Repeat at to-14 day intervals if conditions promoting disease persist. 

J For greasy spot suppression, apply at first new foliar flush aOO repeat with 
each new flush. Tank mix with SPf<lY oil or copper based fungicide alia-
bele<Jra!es. 

< For suppression of citrus scab, start applications at first new foliage fiush 
and repeat at petal fall and when fruit are %inch in diameter. 

' Make first application at or before tight cluster if conditions favor disease 
development. Repeat at 7-1 0 day intervals through the second couer spray 
or longer on susceptible uaJieties orifenvironmental conditions favor rapid 
disease development. 

6 Begin applications before bloom when environmental coOOitions favor dis-
ease development, repeatingat7 to 14 day intervals or as nee<Jed. Control 
may be enhanced by ad\lition of a surfactant to improve spray coverage. 
Use only surfactants known to be safe for use on the crop and for I'Alich 
such use is allowed. 

' Rotate wijh antibiotics registered for~re blight control for improve<J perfcr-
mance. Begin applications at 1-5% open blossoms and repeat every H 
days as necessary until petal fall, when intervals can be increased to 7 
days. Double l-ickel55 can also be used in summer'couer spray" applk:a-
!ions to control the shoot blight phase of fire blight and summer diseases. 
Can be mixed with copper fungicides to improve control. 

a Make first application at popcorn stage and repeat fNey 7 days. 
• Start applying at ealiy bloom stage and repeat euery 7 days through petal 

fall. 
w Pre-harvest applications in sufficient water to couer fruit or other harvested 

plant parts may improue control of postharvest infections. 
,, Begin applications at or before pistillate bloom, repeating euery7-10 days. 

Apply before rainfall if poss1ble, and tank mix or rotate with a copper-based 
bactericide registered for such use for improued conbol. 

12 Start applications at or just before flowering and repeat every7-10 days as 
needed through harvest 

' 

Footnotes: (continued) 
10 Apply before fall rains and again during dormancy before spring grll'Mh. 
14 Start appications when new shoots are Y. to 114 inches long. Repeat at 3-5 

inches, 8-10 inches, aOO then a\7-10 day Intervals until disease condijions 
no longer exist 

10 Apply at bloom, before bunch closure, at veraison, and before harvest 
16 Apply when shoots are %to t inch long and again when S.Sioches long. 
17 Mix 2 fluid ounces Double Nickel 55 per gallon of water and apply to prun-

ing wounds. 
'"Apply at budbreak and repeat on 14-21 day interval as need€d through 

harvest. 
"Apply at flowering and repeat on 14-21 day interval as needet:l throu~ 

harvest 
20 Apply at first appearance ot leaves and repeat at 7-21 day intervals as 

needed, in sufficientwaterto obtain thorough coverage of foliage. Tank mix 
with spray oil or other registered fungicides for improved control. 

21 Mix 6 to 10 fluid ounces Double Nickel 55 per 100 gallons of water and 
apply in mini!Tllm ol20 gallons per acre from emergence to training, 50 
gallons per acre from training to wire, and 100 gallons per acre from wire 
touch through harvest. 

:a For treatment of horseradish or strawbeny roots immediately before trans
plan~ng: immerse bare roots (indMdually or in bunches) for 10 seconds in 
a suspension of 1 to 2 pints Double Nickel 55 per gallon of water. 

Foliar application: For control of diseases on foliage, flowers, 
fruit, or other above-ground parts of plants: Mix Double Nickel 55 
in water and apply as a spray at a rate of 0.25 to 3 pounds per 
acre in sufficient water to achieve thorough coverage of the crop 
canopy with minimal runoff. Begin applications at crop emergence, 
transplanting, or when conditions are conducive to development of 
disease. Repeat application every 7 to 10 days, or as needed, for 
as long as conditions fauor disease deuelopment. Lower rates (0.25 
to 1 pound per acre) may be applied under light disease pressure, 
to smaller (e.g. newly~merged} plants, or when Double Nickel 55 
is used in a tank mix with other fungicides whose labels allow 
such use. Under moderate to severe disease pressure, or when 
environmental conditions and plant stage are conduc1Ue to rapid 
disease development, use higher label rates ( t to 3 pounds per 
acre), apply more frequently (euery 3\o 7 days}, and mix or rotate 
Double Nickel 55 with other fungicides tor Improved performance. 
Soli application: For control of soilborne diseases lnfecting 
seeds, seedlings, roots, crown, stems, or other plant parts 
below ground or in contact with soil: Apply Double Nickel 55 at 
0.125 to 1 pound per acre. Mix the required amount in sufficient 
water to apply by one oft he following methods: 
• Soil drench applied to transplants in flats or pots In the greenhouse 

or nursery arrt time prior to transplanting (see addltlona! drench 
instructions under "Nurseries, greenhouses, shade houses, and 
ornamental plants" below). 

·Soil drench at transplanting, using a "water whee!" in)ector, spray 
nozzles/hoses, or other method to drench each root ball andfor 
planting hole. 

• Soli or seedline drench, or banded spray (In-furrow} at planting. 
See the section on "Banded (in-furrow) applicatiJn" bt..low for 
additional instructions. · ' 

Follow-up (post-planting) preuen!aliU<:l arp!ir.ations can ,'Je made 
every 2-4 weeks by one or more oft he fol!owit.g methpds, if needed: 
·Drip (trickle) or any type of sprini,!;;l lrri~ation, &rif t.rl,& after 

planting or transplanting. See Chl'imige~ion Instructions for 
additional information. 

·Spray directly onto the soil surface .u,.cif6r.lower plilrit pails. !f 
targeting root disease, follow immediately w:lh sufficient vverhead 
sprinkler irrigation to move Double NiCkel b5 to the rnot zor1e. 

• Injection directly Into the rooting zone using shai-ks' or' similar 
equipment. 

Lower rates (0. 125 to 0.5 pounds per acre} may be ·dppli<!rl ... mder 
light disease pressure, to smaller plants, or 1Nhen Double Nickel 55 
is used in a tank mix with other fungicides whose labels allow 
such use. Under moderate to seuere disease pressure, or 1Nhen 
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environmental conditions and plant stage are conducive to rapid 
disease development, use higher label rates {0.5 to 1 pound per 
acre), apply more frequently (every 2 weeks}, and mix or rotate 
Double Nickel 55 with other fungicides for improved performance. 
Banded {in-furrow) application: Use the table below to determine 
the correct application rale of Double Nickel 55 per 1,000 row feet, 
based on row spacing and desired rale per acre. Mix the required 

amount of Double Nickel 55 in water and apply as banded spray (4" 
to 6" wide) or seedline drench cenlered over the planting furrow. 
Apply directly over seeds in the furrow just before they are covered 
with soil. The volume of water required per acre or per 1,000 row feet 
will depend on the application equipment used. Consult your local 
cooperative extension service if you need assislance calibrating 
band spraying equipment. 

Rates for banded {in-furrow} application: Find desired application rate in the left column. Read across that line to the correct row spacing 
indicated at the top to find the number of ounces {dry) per 1,000 row feet that will provide the desired application rate per acre. To convert to 
level teaspoons, multiply the number of ounces by 8 2 For level tablespoons, multiply the number of ounces by 2 75 

Ratefacre Space botwGen rows {inches} 
{pounds} 12 14 16 18 20 22 24 

0.25 0,1 0.1 0.1. 0.1 0.2 0.2 .0.2 

0.5 ·0.2 0.2 0.2 0.3 0.3 0.3 .0.4 

0.75 0.3. 0.3 M 0.4 0.5 0.5 0.6 

1.0 .. 0:4 0.4 0,5 0.6 0,6· 0.7 .0.7 

1.25 o:5 0.5 0.6 0.7 0,8 0.8 0,9 

1.5 0,6 0.6 .O.T 0.8 ·0,9 1.0 1.1 

1.75 ... O:S 0.7 . 0.9 1.0 .1.1 1.2 1.3 

2.0 0.7 0.9 1,0 1 '1 f,2 1.3 1.5 

2.25 0,8 1.0 1,1 1.2 1.4 1.5 1.7 

2.5 0.9 1.1 1.2 1.4 1.5 1.7 1.8 

2.75 .1.0 1.2 .1:3 1.5 1.7 1.9 2.0 

3.0 1.1" 1.3 1.5 1.7 1.8" 2.0 2:2 

Nurseries, greenhouses, shadehouses, and ornamental plants 
Spray application: Mix 0.25 to 3 pounds of Double Nickel 55 per 
100 gallons of water and apply as a foliar spray of sufficient volume 
to wet the entire plant with minimal runoff. Begin preventative 
applications at plant emergence and repeat every 3-28 days as 
needed (every 3-7 days if disease pressure is high or environmental 
conditions are highly favorable to disease outbreak, 10-28 days 
under low pressure or less conducive conditions}. 
Drench application: Mix 0.125 to 2 pounds of Double Nickel 55 
per 100 gallons of water and apply as a drench or coarse spray 
to soil or other growing media in pots, flats, plugs, trays, or planting 
beds, for conlrol or suppression of soilborne diseases of seedlings, 
cuttings, bedding plants, and transplants (including vegetables 
and other transplanted food crops). Make first application at or 
immedialely before seeding. sticking, germination, or transplanting. 
Repeat applications every 14-28 days as needed. Transplants 
can be trealed immediately before transplanting into field soils to 
protect against damping-off and other diseases that reduce plant 
establishment. 

Cutting or root dip: Dip basal end of cuttings or bare rools 
(individually or in bunches} in a suspension of 1 to 2 pounds of 
Double Nickel 55 per gallon of water. Immerse for 5-10 seconds 
immediately before planting. 
Chemlgation: Mix 0.125 to 2 pounds of Double Nickel 55 per1 00 
gallons of water and apply via drip, handheld, or sprinkler inigation 
systems. Refer to "Chemigation Instructions" for more details. 

' 

26 28 30 32 34 36. 38 40 

0.2 0.2 0.2 0.2, 0.3 .0.3 0.3 0,3" 

0.4 0:4 0.5 0,5: 0.5 .. ."0.6 .• 0.6 0,6 

0.6 o:a 0.7 0,7 0.8 o·.8 0.9 ·:o.s 
0.8 0.9 0.9 to 1.0 1.1 1.2 .1.2 

1.0 "1.1 1.1 ·. 1,2" 1.3 "1:4 1.5 1.5. 

1.2 1,3 1.4 1,5 1.6 ".1;7: 1.7 1.8 

1.4 1.5 1.6 1.7 1.8 .1:9 2.0 .2;1 

1.6 .f7 1.8 2,0 2.1 .2:2 2.3 2.4 

1.8 1.9 2.1 2,2 2.3 2.5 2.6 2.8· 

2.0 2.1 2.3 2.4- 2.6 ia 2.9 3:1 

2.2 "2,4 2.5 2.7 2.9 "3,0 3.2 3A 
2.4 2,6 2.8 2.9 3.1 3.3 35 3.7 

CROPS/USE SITES DISEASES/PATHOGENS 

Indoor, outdoor, and Powdery mik:lews cause<! by Erisyphe. 
shade- or other cov- Podosphaera, Sphaerolheca, Oidium, and 
er-grown ornamental Gofovinomyces spp.} 
trees and shrubs, Anthracnose (Colletotrichum spp.} 
flowering plants, toli- Bacterial leaf spots caused by Erwinia, 
age plants, tropical Psoodomonas, andXanlhomonas spp. 
planls, potted pants, Damping-off disease (Rhizoctonia, Pythium, 
potted or cut flowers, Fusarium spp.} 
bedding planls, late blight, blackeye, and rool rots caused by 
lorestry seedlings, Phytophthora spp. 
conifer production Gray mold an:! blight caused by Bolrytjs cfflerea 
for reforeslation, fruH Black root rot (Aspergi/Us spp.} 
lrees, vegetables Black spot ol roses (Dip/ocarpon rosae) 
and other crops Downy mildew (Peronospora sw.} 
grown in greenhous- Leaf spots caused by AUemaria, Septon·a, 
es oc nurseries. Cercospora, Enlomosporium, Helminthosporium, 

and Myrothecium spp.} 
Rust (Puccini a spp.) 
Scab (Venturia spp.} 
Root rol, bottom rot" o, ~Ibn• rol causo:id by 

Rhizoctonia so.lii.ri 
Sclerolinia blight 
Fusarium wilts ... 

. . . 
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Turfgrass application: For control of foliar diseases, apply Double 
Nickel 55 at 0.5 to 1 ounce per 1,000 square feet as a ground
directed spray in sufficient water to provide thorough coverage. To 
control root and crown diseases in or on the soil, immediately follow 
the spray with sufficient overhead sprinkler irrigation to move the 
product into the root zone. 

USE SITES/CROPS DISEASES/PATHOGENS 

Turf, sod, lawns, golf course Anthracnose (Collelotrichum graminicofa) 
(fairways, roughs, gre€ns, Brown patch (Rl1izoclonia salani) 
tees), grass seed production Dollar spot (Lanzia and MoelleroclisctJs SRJ., 

lnchxling but not limited formerly Sclerolinia homeocarpa) 
to: Bluegrass, Bentgrass, Powdery mildew (Etisyphe graminis) 

Bermudagrass (common & Rust (Puccini a spp.) 

hytrid), Dichondra, Fescue, Gray leaf spot (PyrictJ/aria grisea) 
Orchardgrass, Poa annua, St "Damping off' or seedling blights caused 

Augustine grass, Ry(l9rass, by Pythium 

Zoysia, mixtures, and other 
grasses oromamental turf 

STORAGE AND DISPOSAL 
Do not contaminate water, food, or feed by storage and disposal. 

Pesticide Storage: Store in a dry area inaccessible to children. 
Store in original containers only. Keep container closed when not 
in use. 

Pesticide Disposal: Wastes resulting from the use of this prod
uct may be disposed of ensile or at an approved waste disposal 
facilijy. 

Container Handling: Nonrefillable container. Do not reuse or 
refill this container. Completely empty bag into application equip
ment. Then offer for recycling if available or dispose of empty 
bag in a sanitary landfill, or by incineration, or if allowed by state 
and local authorities, by burning. If burned, stay out of smoke. 

CHEMIGATION INSTRUCTIONS 

General information: 
Apply this product only through drip (trickle) irrigation (including 
micro-irrigation through spaghetti tubes or individual tubes) or 
sprinkler irrigation (including impact or microsplinklers, overhead 
boom, solid set, lateral move, end tow, side-roll, center pivot. or hand 
move, including mist-type systems); or with hand-held calibrated 
irrigation equipment (such as a hand-held wand with injector). Do 
not apply this product through any other type of irrigation system. 
Crop injury or lack of effectiveness can result from non-uniform 
distribution of treated water. 
If you have questions about calibration, contact State Extension 
Service specialists, equipment manufacturers or other experts. 
Do not connect an irrigation system (including greenhouse systems) 
used for pesticide application to a public water system unless the 
pesticide label-prescribed safety devices for public water systems 
are in place. 
A person knowledgeable oft he chemigalion system and responsible 
for its operation, or under the supervision of the responsible person, 
shall shut the system down and make necessary adjustments 
should the need arise. 
Public water system means a system for the provision to the public 
of piped water for human consumption if such system has at least 
15 service connections or regularly serves an average of at least 25 
individuals daily at least 60 days out of the year. 

Chemigation systems connected to public water systems must 
contain a functional, reduced-pressure zone, backflow preventer 
(RPZ) or the functional equivalent in the water supply line upstream 
from the point of pesticide introduction. As an option to the RPZ, 
the water from the public water system should be discharged into 
a reservoir tank prior to pesticide introduction. There shall be a 
complete physical break (air gap) between the outlet end of the fill 
pipe and the top or overflow lim of the reservoir tank of at least twice 
the inside diameter of the fill pipe. 

The pesticide injection pipeline must contain a functional, automatic, 
quick-closing check valve to prevent the flow of fluid back toward 
the injection. 

The pesticide injection pipeline must contain a functional, normally 
closed, solenoid-operated valve located on the intake side of the 
injection pump and connected to the system interlock to prevent 
fluid from being withdrawn from the supply tank when the irrigation 
system is either automatically or manually shut down. 
The system must contain functional interlocking controls to 
automatically shut off the pesticide injection pump when the water 
pump motor stops, or in cases where there is no water pump, 
when the water pressure decreases to the point where pesticide 
distribution is adversely affected. 

Systems must use a metering pump, such as a positive displacement 
injection pump (e.g., diaphragm pump) effectively designed and 
constructed of materials that are compatible wilh pesticides and 
capable of being fitted with a system interlock. 
Do not apply when wind speed favors drift beyond the area intended 
for treatment. 

Remove scale, pesticide residues, and other foreign matter from the 
chemical supply tank and injector system and flush with clean water 
before use. Failure to provide a clean tank, free of scale or residues 
may reduce effectiveness of this product. 

Drip (trickle) and micro-irrigation chemigation 
1. The system must contain a functional check valve, vacuum relief 

valve and low pressure drain appropriately located on the irrigation 
pipeline to prevent water source contamination from backflow. 

2. The pesticide injection pipeline must contain a functional, 
automatic, quick-closing check valve to prevent the flow of fluid 
back toward the iniection pump. 

3. The pesticide injection pipeline must also contain a functional, 
normally closed, solenoid-operated valve located on the intake 
side of the injection pump and connected to the system interlock 
to prevent fluid from being withdrawn from the supptj tank when 
the irrigation system is either automatically or manually shut down. 

4. The system must contain functional interlocking controls to 
automatically shut off the pesticide injection pump when the water 
pump motor stops, 

5. The irrigation line or water pump must include a functional 
pressure switch which will stop the water pump motor when the 
water pressure decreases to the point where pesticide distribution 
is adversely affected. 

6. Systems must use a metering pump such as a positive 
displacement injection pump (i.e., diaphragm pump) effectively 
designed and constructed of materials that are compatible with 
pesticides and capable of being fitted with a system interlock. 

7, Dilute the product in water following the label mixing directions. 
It may be premixed in a supply tank with water, fertilizer, or 
other appropriate tank-mixed agricultural chemicals. Agitation is 
necessary. Apply to moderately moist soils. Use volumes that 
thoroughly wet the soil but that do nol cause significant runoff 
or excessive drip from pots. Application should be continuous 
in sufficient water to apply the recommended rate event~' to the 
entire treated area. 

Sprinkler chemlgation: 
1. The system must contain a fum.tional <.heck valve, vacuum 

relief valve, and low pressure drair ,,rrrr-rlialely hr<>tf'C r-n the 
irrigation pipeline to prevent water Murc.J conta.nination from 
backflow. · 

2. The pesticide inieclion pipeline r.1l~t: contain <: .flme'ional, 
automatic, quick-closing check valve •o pnwent the fl~ of fluid 
back toward the injection pump. 

3. The pesticide injection pipeline must also conlair: ·.l'f..;~.c:ional, 
normally closed, solenoid-operated valve located on the intake 
side of the injection pump and connected to the system interlock 
to prevent fluid from being withdrawn from the sup'p!:;. tar~ when 
the irrigation system is either automatically or manually shut down. 

4. The system must contain functional interfocking controls to 
automatically shut off the pesticide injection pump when the water 
pump motor stops. 
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5. The irrigation tine or water pump must include a functional 
pressure switch which will stop the water pump motor wilen the 
water pressure decreases to the point where pestidde distribution 
is adversely affected. 

6. Systems must use a metering pump, such as a positive 
displacement injection pump (i.e., diaphragm pump) effectively 
designed and constructed of materials that are compatible with 
pesticides and capable of being fitted with a system interlock. 

7. Dilute the product in water following the label mixing directions. 
It may be premixed in a supply tank with water, fertilizer or 
other appropriate tank-mixed agricultural chemicals. Agitation is 
necessary. Apply to moderately moist soils. Use volumes that 
thoroughly wet the soil but that do not cause significant runoff 
or excessive drip from pots. Application should be continuous 
in sufficient water to apply the recommended rate evenly to the 
entire treated area. 

8. Do not apply when wind speed favors drift beyond the area 
intended for treatment. 

WARRANTY 
Certis USA, l.LC. warrants that the material contained herein 
confonns to the description on the label and is reasonably fit for the 
purpose referred to in the directions for use. Timing and method of 
application, weather, watering practices, nature of soil, the disease 
problem, condition of the crop, incompatibility with other influencing 
factors in the use of this product are beyond the control of the seller. 
To the extent consistent with applicable taw, buyer assumes all risks 
of use, storage, or handling of this material not in strict accordance 
with directions given herein. NO OTHER EXPRESS OR IMPLIED 
WARRANTY OF THE FITNESS OR MERCHANTABILITY IS MADE. 

061312 
7 
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IFee for Service! {9288429-

This package includes the following 

0 New Registration 

~Amendment 

ostudies? n Fee Waiver? 

u volpay % Reduction: __ 

for Division 

0 AD 
~BPPD 

0 RD 

RiskMgr. ~ 

Receipt No. S-1 928842 

EPA File Symbol/Reg. No. I 70051-108 

Pin-Punch Date: I 1/3/2013 

~ This item is NOT subject to FFS action. 

Action Code: Parent/Child Decisions: 

Requested: I ----

Granted: Ll ___ _ 

Amount Due: $ --=====-

D Inert Cleared for Intended Use 0 

Reviewer: ~pOvv\i\cro k{f6 
Remarks: 

Uncleared Inert in Product 

Date: \ I JO k~ 
' I I 
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cTIS 

January 3, 2013 

RECEIPT 

Address: U.S. Environmental Protection Agency 
Office of Pesticide Programs 

Ce1"tis USA 
9145 Guilford Road 
Suite 175 
Columbia, MD 21046 

(301) 604-7340 

Fax: 301-604-7015 
www .certisusa.com 

Biopesticides and Pollution Prevention Division (7504P) 
Room S-4900, One Potomac Yard 

Attn: 

RE: 

2777 South Crystal Drive 
Arlington, VA 22202-4501 

Sheryl K. Reilly, Ph.D. 
Acting Branch Chief, Microbial Pesticide Branch 

CX-9030/EPA Registration Number 70051-108 
Fast-Track Amendment Submission 

Mail Enclosures Received by: 
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January 3, 2013 

RECEIPT 

Address: 

Attn: 

RE: 

U.S. Environmental Protection Agency 
Office of Pesticide Programs 
Biopesticides and Pollution Prevention Division (7504P) 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-4501 

Sheryl K. Reilly, Ph.D. 
Acting Branch Chief, Microbial Pesticide Branch 

CX-9030/EPA Registration Number 70051-108 
Fast-Track Amendment Submission 

Mail Enclosures Received by: 

Certis USA 
9145 Guilford Road 
Suite 175 
Columbia, MD 21046 

(301) 604-7340 

Fax: 301-604-7015 
www.certisusa.com 

Signature Date and Time 
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CERTIS 
j}? 
jl 

By Courier 

December 31, 2012 

Sheryl K. Reilly, Ph.D. 
Acting Branch Chief, Microbial Pesticide Branch 
Biopesticides & Pollution Prevention Division (7504P) 

Office of Pesticide Programs 
US Environmental Protection Agency 

Re: CX~9030/EPA Registration Number 70051-lOB/Fast-TrackAmendment Submission 

Dear Dr. Reilly: 

On behalf of Certis U.S.A. L.L.C., (9145 Guilford Road, Suite 175, Columbia, Maryland 21046), I am 
respectfully submitting the following information to support the amendment for CX-9032: 

• EPA Form 8570-1- Application for Pesticide 

• Three copies (3) of the revised label 

• Copy of the label with highlighted changes 

• EPA stamped Notification Label 

This label amendment consists of the addition of certain food crops to the EPA stamped accepted food 
crop sub-label of CX-9032 Master Label. Application rates are within the ranges previously reviewed and 
accepted by EPA. There are no changes to the First Aid or Precautionary Statements, Personal 
Protective Equipment (PPE) or Worker Protection required text, or Re-entry Interval (REI) language. 

Please do not hesitate to contact me if you have any questions about this submission. I can be reached 
by email at cdively@certisusa.com or telephone at 301-4B3-3806. 

Sincerely, .fl . p1 
~,{,,~ 

Christine A. Dively 
Director of Regulatory Affairs 
Certis USA 
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... '" ' •. od. OMB No ~ 
United Stetoe Registration 1 Number 

&EPA Environmental Protection Agency ~ Amendment 
Wuhlngton, DC 20460 Other 

, for ' - " t. CompenyJProduct Number 2. EPA Product Manoger 3. Proposed CloiSiflcetlon 
70051-108 Shervl Rei!lv 0Non. D Restricted 4. {Neme) PMI 

MPB 

5. N.me •l'ld Acklr." of Applicant {Include ZIP fAde} 6. Expedited Review. In accordance with FIFRA Section 3(c)(31 

~;~s U.S.A. ~-~:C;,.f c. i 
(b)(i), my product Is similar or identical In composition and labeling 
to: 

175 
11 EPA Reg. No. (1 

Chm:k if this is • now •ddr.u Product Name 

I - II 

0 Amendment· Explain below. g Finel print.d lllbele In rupon .. to 

= Agoncy letter dated 
Reeubmleeion In t01poneo to Agency letter deted "Me Too" Appllcetion. 

= = Notffioetion ·Explain below. Other- Explain below. 

: U10 additional page(sl if necessary, (For aection I end Section 11.1 

Addition of crops and corresponding use directions. No change to formulation, REI, Worker Protection language, First Aid or other 
Precautionary Statements text or Storage and Disposal Statements. 

I • Ill 
1. ' "'""""' Wlll .. ""' 
Child·R .. istllllt Packaging ' Wetet Soluble Peokaging 2. Type of Container @v .. · r Y•• r- Yae ~Mo~ 

No ~ No ~ No 
P!eetlc 
Gla .. 

• must ~~r··· Ne, pat If ·ves· No. pill' Paplt 
wgt. cont.inar Package wgt centainer Other I 

' 30 .... ~of No" [] 4. Sl"''' ""'" :?.9 ~~~- . Sibs. ' o; L;~;;,,., "'"""" 
&. Mannar in Which Label il Affixed to Produot 

~~ 
~ Other rd. 

-IV . 

1. Coo<oo< Poi"' ' '"= dkocUy , ·, lo' 

N- '!."• Reg. Affairs 
[To I in'ciu:la Aree Code) 

Christine A. Dively 

Certification 6. Oo~;a .:...-plication 

1 certify that tha •teternent; I Mve made on this form and all attachments thereto ara trua, eccurate and co:.ri"'l:.t.J. Recolved 

I any knowingly fal11 01 misleading atetemant moy ba puniahllble by fine or impriacnmant or -~S~Pmped) 
both""""' law. 

2. SigM""O ·.t;, O· c_ 3. Title 

(0),":.1~ A. rv·,, ,_.- Director of Reg. Affairs 

''" N~o 5, Date 

Christine A. Dively December 28, 201 2 

EPA Form 8570.1 IRev. 8-941 Previous editions 11re ob$olete. Whho· 'Copy I YoUow ' c.,, 
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CX-9030 
BIOFUNGICIDE 

Water Dispersible Granular Biofungicide 

'V FOR ORGANIC PRODUCTION OMRI ······-· """---Active Ingredient: 
Bacillus amyloliquefaciens strain D747* ........................................................ 25.0% 

Other Ingredients ...................................................................................................... 75.0% 
Total .......................................................................................................................... lOO.O% 
*Contains a minimum of 5xi010 colony-forming units (cfu) per gram 

EPA Reg. No. 70051-108 
EPA Est. No. 70051-CA-001 

Manufactured by: Certis USA, L.L.C. 
9145 Guilford Rd., Suite. 175 

Columbia, MD 21046 

NET WEIGHT: 5 LBS Lot No: 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
FIRST AID- Agricultural Use 

IF IN EYES: Hold eyes open and rinse slowly and gently with water for 15-20 minutes. Remove contact 
lenses, if present, after the first 5 minutes, then continue rinsing eye. Call a poison control center or doctor 
for treatment advice. 

IF ON SKIN: Take off contaminated clothing. Rinse skin with plenty of water for 15-20 minutes. Call a 
poison control center or doctor for treatment advice. 

IF INHALED: Move person to fresh air. If person is not breathing, call911 or an ambulance, then give 
artificial respiration, preferably mouth-to-mouth if possible. Call a poison control center or doctor for 
further treatment advice. 

Have the product label with you when calling a poison control center or doctor. 
Hot Line No.:l-800-255-3924 for additional information 

PRECAUTIONARY STATEMENTS- Agricultural Use 

HAZARDS TO HUMANS & DOMESTIC ANIMALS 

CAUTION: Causes moderate eye irritation. Prolonged or frequently repeated skin contact m:1y c~ase 
allergic reactions in some individuals. Avoid contact with eyes or clothing. A void t.rea~hing s:>ray mist. 
Wash thoroughly with soap and water after handling and before eating, drinking, cl-J~v'ing gu:rh, \lS~ug 
tobacco or using the toilet. 
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PERSONAL PROTECTIVE EQUIPMENT (PPE) 

Applicators and other handlers must wear: 
• Long~sleeved shirt and long pants 
• Waterproof gloves 
• Shoes plus socks 

Mixer/loaders and applicators must wear a dust/mist filtering respirator meeting NIOSH standards of at 
least N~95, R~95, or P-95. Repeated exposure to high concentrations of microbial proteins can cause 
allergic sensitization. Follow manufacturer's instructions for cleaning and maintaining PPE. If no 
instructions are available, use detergent and hot water for washables. Keep and wash PPE separately from 
other laundry. 

When handlers use closed systems, enclosed cabs, or aircraft in a manner that meets requirements listed in 
the Worker Protection Standard (WPS) for agricultural pesticides, the handler PPE requirements may be 
reduced or modified as specified in the WPS. 

USER SAFETY RECOMMENDATIONS 

Users should: 
• Remove clothing/PPE immediately if pesticides get inside, Then wash thoroughly and put on 

clean clothing. 
• Remove PPE immediately after handling this product Wash the outside of gloves before 

removing. AS soon as possible, wash thoroughly and change into clean clothing. 

ENVIRONMENTAL HAZARDS- Agricultural Use 

Do not apply directly to water or to areas where surface water is present, or to intertidal areas below the 
mean high water mark. Do not contaminate water when disposing of equipment washwaters or rinsate. Do 
not apply when weather conditions favor drift or runoff from treated areas. 

GENERAL INFORMATION 

CX-9030 is a broad~spectrum preventative biofungicide for control or suppression of fungal and bacterial 
plant diseases. The active ingredient of CX-9030 is a naturally occurring strain (D747) of the beneficial 
rhizobacterium Bacillus amyloliquefaciens, which colonizes roots, leaves, and other plant surfaces. D747 
rapidly colonizes plant root hairs, leaves, and other surfaces, preventing establishment of disease-causing 
fungi and bacteria. 

CX~9030 can be applied alone or in combination and/or rotation with chemical fungicides as a tool for 
integrated disease management in agricultural crops, ornamental and nursery plants, and turfgrass, in 
accordance with the most restrictive of those label limitations and precautions. DOUBLE NICKEL 55™ 
offers a valuable tool for management of resistance to chemical fungicides through its multiple and 
unique modes of action. 

CX-9030 can be applied up to and including the day of harvest 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its lab.!;ing. Fnr any 
requirements specific to your State or Tribe, consult the State or Tribal Agency respcnsil::>le for pesticide 
regulation. Do not apply this product in a way that will contact workers or other persons, either dir~ctly or 
through drift. Only protected handlers may be in the area during application. 
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AGRICULTURAL USE REQUIREMENTS 

Use this product only in accordance with its labeling and with the Worker Protection Standard 40 CFR Part 
170. This standard contains requirements for the protection of agricultural workers on fanns, forests, nurseries, 
and greenhouses and handlers of agricultural pesticides. It contains requirements for training, decontamination, 
notification, and emergency assistance. It also contains specific instructions and exceptions pertaining to the 
statements on this label about personal protective equipment (PPE), and restricted entry intervals. The 
requirements in this box only apply to uses of this product that are covered by the Worker Protection Standard. 

Do not enter or allow worker entry into treated areas during the restricted entry interval (REI) of 4 hours. 

PPE required for early entry to treated areas that is permitted under the Worker Protection Standard and that 
involves contact with anything that has been treated, such as plants, soil or water is: cover-alls, waterproof 
gloves, shoes plus socks. 

Exception: If the product is soil injected or soil incorporated, the Worker Protection Standard, under certain 
circumstances, allows workers to enter the treated area ifthere will be no contact with anything that has been 
treated. 

Non-Agricultural Use Requirements 

The requirements in this box apply to uses of this product that are NOT within the scope of the Worker 
Protection Standard for agricultural pesticides (40 CFR Part 170). The WPS applies when this product is used 
to produce agricultural plants on farms, forests, nurseries, or greenhouses. Keep unprotected persons out of 
treated areas until sprays have dried. 

MIXING AND HANDLING INSTRUCTIONS 

Mix the required amount ofCX-9030 in cool water with sufficient agitation to maintain a uniform 
suspension in the spray or mixing tank. Tank should be cleaned prior to use. Do not use highly alkaline 
or highly acidic water to mix sprays. Use a buffering agent if necessary to maintain neutrality (pH 6 to 8) 
of water in the tank. Maintain agitation during application. Apply immediately after mixing; do not allow 
spray mix to stand overnight. 

APPLICATION METHODS 

Ground: CX-9030 can be applied in most commonly-used ground application equipment, such as tractor
mounted boom, airblast, high clearance, hose-end, backpack, and other pressurized sprayers; hose-end or 
hand-held sprayers; foggers or mist blowers; water wheel and other drench applicators; and shank or other 
soil injection method. 

Aerial: CX-9030 can be applied by fixed or rotary winged aircraft in a minimum of3 gallon~'of Water per 
acre. Standard precautions should be taken to minimize spray drift. 

Chemigation: CX-9030 can be applied through drip (trickle) and sprinkler type irtig-ati<m eqUi~n~nt. 
Refer to the section entitled "Chemigation Instructions" for detailed instructions. 
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Vegetables and melons 

Brassica vegetables 
such as broccoli, cabbage, 
cauliflower, Brussels sprouts, 

other cole 

Bulb vegetables 
such as onions, garlic, shallots, and 
mhers {includiug those grown for 
seed production) 

Fruiting vegetables 
such as tomatoes, peppers, eggplant, 
tomatillo, okra, and others (including 
those grown for seed production). 

Leafy vegetables 
such as head and lcaflcttucc, celery, 
spinae\!, radicchio, arugula, 
watercress, and otl1crs (including 
leafy Brossica vegetables sucl1 as 
musta~rd and collard greens, kale bok 

_yhol, and related crop ~ _ 
&thikit1'2 " -
t~-- ~ --- f 

Legume vegetables 
succulent and dried beans and peas 
suc\1 as green, snap, 1 aud Lima 
beans, garbanzo beans, oJ,;dcpc", 

Root, tuber, and corm vegetables 
such as potato, sweet potato, carrot, 
cassava, beets, ginger, radish, 
horseradish22

, ginseng, turnip, and 
tuber aud conn crops 

Pin rot complex (Aflenwrio/Xanthomonos)* 
Leaf spots (Alternaria spp., Xanthomonas spp.) 
Downy mildew (Peronospora spp.) 
Powdery mildew (Erisypfle pofygom) 
"Damping off," seedling blights, and root or crown diseases caused by Pythhlm, 

Rfdzoctonla, Fusarium, Phytop{Jtfwra, or Vertici!limn* spp. (sec instructions below for 
"Soil application"). 

Botrytis spp. {neck rot, lcafbliglJt) 
Purple blotclJ (Alternaria spp.) 
Downy mildew (Peronospora spp.) 
Powdery mildew (Erisyphe spp.) 
Rust (Pucctnia pol"!)* 
W11ite rot (Sclerotium cep!vomm) 

"Damping oft;" seedling blights, and root or crown diseases caused by Pyt/Jiwu, 
Rflizoctonia, Fusarinm, P!Jytopfllhora, or Verticilliwu* spp. (sec instructions below for 
"Soil 

Powdery mildew (Erisypbe and Spfwerotheca spp.) 
Downy mildew (Psendoperonospora spp.) 
Gummy stem blight (Didymelfa b1youiae and Pboma cucurbitaceamm) 
See instructions below fur "Soil application" against the following diseases: 

Viuc decline (Monosporascns cannonba!lus)** 
Charcoal rot (Macrophominapfwseoh)*'~' 
"Damping oft;" seedling bligl1ts, aud root or crown diseases caused by Pyt!Jiwu, 

R/Jizoctonia, Fusorinm, Phytop!Jthora, or Vertici!liwu* spp. 

Bacterial spot (XantfwmoiWs spp.)*1 

Bacterial speck (Pseudomonas ~yringae pv. tomato)*1 

Gray mold (Botrytis cinerea) 
Powdery mildew* (Lerei!fu{a, Oidiopsis, Erisyp/Je, and Sp!werot{lcca spp.) 
Early blight (Aiternan·a so/ani)* 
Late bliglJt (Phytop/ll{wra ilifestans)* 

Sec instructions below for "Soil application" against the following diseases: 
"Damping off," seedling blights, and root or crown diseases caused by PytMnm, 

R!Jizoctonia, Fusarimu, P/Jytop/Jtlwra, or Verticiffimn* spp. 
SoutlJem bligl1t (Sclerotium rolftii)* and** 

Dowuy mildew (Brcmia factucae, Perorwspora spp.)* 
Powdery mildew (Go!ovhwmyces (Erisyphe) cicfwraceamm)* 
Bacterial blights 
Head and leaf drop (SclerotfiJia sp~.)2 

Piuk rot (Scferotinio scferotionun) 
Leaf spots (Cercospora spp.) 
Sec iustructions below for "Soil application" against the following diseases: 

"Damping off," sccdliug bliglJts, and root or crown diseases caused by Pythimn, 
J Phytop/Jtfwra, or Verticif!ium* spp. 

Bottom rot 

Whitemold 1 
Gray mold (Botiytis cinerea) 
PowdeJy mildew (Microspfwem dij]i1sa) 
Rusts*, including Uromyces appendicu/atus, Pucciuia spp., and t-~.sian soybean r:.~st 

(Phayospora pachyr/Jizl) 
"Damping off," seedling bliglJts, and root or crown diseases caused by f yt!Jinm, 

Rl!izoctonia, Fusmimn, P!Jytophtfwra, or Vertfci/fiwu * spp. (se(.. ;n.;l>uctiOilS beloW for 
"Soil application"). 

Black root/crown rot (Aitemarla spp.) 
Bacten"allcafblight (XantfiomOIWs campestris) 
Downy mildew (Peronospora spp.) 
Powdery mildew (Erisyphe spp.) 
Gray mold (Botrytis spp.) 
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" ~ " "'i!tf6fi)4" Black leg /bacterial soft rot (Enviuia carotomra)** 
Early blight (Alternaria so/am)* 
Late bligl1t (Phytoplulwra infestans)* 
See instructions below for "Soil application" against the following diseases: 

Black scurf (Rhizoctonia so/ani) 
Cavity spot (Pyt/lium spp.) 
"Drunping off," seedling blights, and root or crown diseases caused by Pythiuw, 

Rbizoctonia, Fusorimn, Phytophlhora, or Verticillium * spp. 

Other vegetables Botrytis spp. 
such as sweet com, popcorn, Rusts (Pnccinia spp.) 
asparagus, peanut, and watercress White mold (Sclerotinia sclerotionuu)" 

Leaf spots (Cercospora and Cercosporidium spp.)* 
"Damping off," seedling blights, and root or crowu diseases caused by Pythium, 
Rhizoctonia, Fusarium, Phytophtlwra, or Verticil/imu* spp. 
(see instructions below for "Soil application"). 

Tree fruits and nuts 

Citrus Alternaria leaf spot (Alternaria alteraata) 
suc\1 as orange, lemon, lime, Postbloom lfuit drop (Co!letotriclmm acutalma)* 
grapefruit, tangerine {mandarin), Greasy sput (Mycosp!merella citri)*3 

citri) 1 tangelo, pununelo, and other citrus Citrus canker (Xauthomonas campestris pv. 
Scab (Eisiuoe fawceui)*4 

Melanose (Diaporthe citri)* 

Pome fruits Powdery mildew (Podosp/wera leucotric!wi 
such as apple, pear, crabapple, quince, Scab ( Venfllria spp.)* 
and otl1crs Flyspeck (Zygophiala jamaicensis)6 ** 

Sooty blotcl1 disease complex6 ** 
Brooks spot (Mycosphaerel/a pomi)6 ** 
Bot rotlwl1ite rot (Botryosphaeria dothidea)6 ** 
Bitter rot (Colletotric!mm sppl 
Cedar apple rust (Gynmospormtgiumjuuiperi-l~rgiuianaet ** 
Fire blight (Enl'inia amylovora)*1 

Stone fruits Powdery mildew (Sphaerotheca and Podosphaera spp.)*~ 
such as apricot, cherry, nectarine, Bacterial canker (Pseudomonas spp.) 
peacl1, plum, prune, pluot, and otlwrs Brown rot blossom blight (Monilinia laxo )9 

Brown rot (Mouiliniafruclicola)* 10 

Gray mold (Bollytis ciuerea) 10 

Peach leaf curl (Taphriua defomwus) 
pv. pnmi) 1 Bacterial leaf spot (Xanthomouas arbico/a 

Rusty spot (Podosp/wemleucotricha) 1 

Tree nuts Walnut blight (Xauthouwnas campestris) 11 

such as almoud, pistachio, pecan, Anthracnose (Col!etotriclmm acntalum)* 
walnut, filbert, lmzelnut, chestnut, Bacterial canker (Pseudomonas syriugae) 
macadamia, aud other tree nuts. Shot hole (Wilsonomyces carpophilns)* 

Brown rot (Moniliuia spp.)* 
Peean scab (Cladosprium caryigenuw )*1 and** 

Pomegranates Leaf and fruit spots (Cercospora, Gloeosporium and Pestalolia spp.) 1 

Fruit rots (Alternaria, Botrytis, and other spp.) 10 

Powdery mildew (Sphaemtheca paunosa) 

Other fruits 

Strawberry Powdery mildew (Sphaerotheca macularis, Erisyphe spp.)*12 

Gray mold (Botrytis ciuerea)* 11 

Anthracnose ( Colletolriclmm acutalum) 
Angular leaf spot (Xamhonwnas fragariae) 1 

For the following diseases, see instructions below for "Soil applic<>tlon' (rnd also root dip 
instructions22): 

"Damping off" aud root or crown diseases caused by Rhizocton:r., :Fo~ariwn, Pjt/lium, 
Phytophthora, and/or Verlicil!ium * spp. 

Charcoal rot (Mocrophomino phoseo/ina)** 
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berries 

Grapes 
including wine grapes, table grapes, 
and raisins 

Tropical fruits 

such as avocado1S, mango 1s, papaya19, 
pineapple19, banana, plantain, and 
others. 

Other Crops 

Coffee 

Tobacco 

Corn, including field com, sweet 
com, popcorn, sileage com, seed 
com, and other com crops. 

Cereal grains, such as barley, millet, 
oats, rice, rye, sorghum, triticale, 
wheat, and otl1er cereal grain crops 
Wffi~\i!dll11¥J!ll!!illli'!llillYF
'P?-~R&u;o;;g§tG·~~ 

Mummy berry (Manilfnia I!OCcinii-corymbosi)* 
Botrytis blight (Botrytis cinerea) 
Bacterial canker (Pseudomouas spp.) 13 

Anthracnose fruit rot (Co!letotriclnul! acutotum)10 

• Sclcrotinia (Sclerotinia sclerotionun) 

Powdery mildew (Erisypfle (formerly Uucinula) necator) 14 

Gray mold (Botrytis cinerea)15 

Sour rot complex15 

Downy mildew (Plasmopara vilicofa)* 
Phomopsis (Phomapsis vitico!a) 16 

Eutypa (Eutypo loto)17 

Anthracnose ( Col!etotriclmrn spp.) 
Scab (Sphaceloma perseae) 
Bacterial canker (Xanlhomonas campestris) 
Sigatoka (Mycosphaerella fl}iensis)20 

Powdery mildews (Oidium spp. and others) 
Downy mildews (Peronospora spp. and others)* 
Damping off diseases (Rhizoctonia, Pytflimn, Altemaria, and Fusarium spp.) 
Leaf spots (Alternoria, Septaria, Co!letotricluuu, and Cercospar{l spp.)* 
Bacterial diseases (Envinia, X{ln/llomouas, and Pse11domouas spp.) 
Rusts (Pucciuia spp. and others) 
"Damping off' and root or crown diseases caused by Rbizoctonio, Fusarinm, Pytflium, 

Pflytop/lthoro, and/or Verlicilliuut * spp. (see instructions below for "Soil application"). 

Coffee berry disease (Coffetotriclmm coffeamtut) 1 

Coffee rust (Hemileia vos/alrix) 1 

Anthracnose (Coffetotriclmm spp.) 
Botrytis flower blight 
Cercospara leaf spot and berry blotch 
·'Damping off' and root or crown diseases caused by Rbizoctonia, Fusarium, Pytflimu, 

Pflytop/llhora, and/or Verticilliuut * spp. (see instructions below for "Soil application"). 

Angular leaf spot (Psendomonns spp.) 
Anthracnose ( Col!etotric!mm and Glomeretla spp.) 
Blue mold or downy mildew (Peranospora spp.)* 
Brown spot (Alternaria) 
Bam spot/ frogeye leaf spot ( Cerrcospol"a nicotiauoe) 10 

Collar rot (Sc!erotinia slcerolionnn)2 

Gray mold (Botryti.">" cinerea) 
Powdery mildew (Erysiphe cicltorocearmn) 
Target spot (Rhizoctouia so/ani) 
See instructions below for "Soil application" against the following diseases: 

"Damping off," seedling blights, and root or crown diseases caused by Pytbium, 
Rhizoctonia, Fnsarinm, 0/pidium, Phytophthoro, or Verticillium * spp. 

Charcoal rot (Macrophomina plwseolina) 
Black root rot (Tftielaviopsis bosico!a) 
Black shank (Pbytop/ltboro spp.)* 
Southern blight/southern stem rot (Sclerotium rolfsii)* 

Commmon rust (Puccinia sorghi)* 

Southern leaf blight 

(Bipoloris maydis/Cochliobolus fleteraslroplms/Helmintbosporiuutlllaydis) 

Powdery mildew (Etysipfle gralllinis) 

Rust (Pnccinia spp.)* 

Rice blast (Pyricn/ario O!J•zae) 

Sheath spot/blight (Rhizoctonia and T!wnatephoms spp.) 

Smut (Tilletia barc!ayoua) 

Bacterial blight/streak (X{Inthomouos spp.) 

Stem rots (Maguopart{te and Sclerotium spp.) 

Cercospora leaf spot 

Brown rot/leaf spots/smuts (Ceratobasidium, Coc/1/iobolus, Dresc/dem, and Entyloma spp.) 
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oil palm, 
olive, peanut, rapeseed, safflower, 
sesame, sunflower, soybeans, and 
other oilseed crops, including those 
grown for seed production. 

grown 

Footnotes: 

White mold/Stem rol (Sclerotiuia sclerotionu11) 

Rusts*, including Uromyces appendicn/atus, Puccinia spp., and Asian soybean rust 
(Phayaspora pachyrhizi) 

Bacteria! Speck (Psendamouas ~yringae pv.g/ycinea) 

Bacterial Pustule (Xanthamonas spp.) 

Brown Spot (Septoria glycines) 

Cercospora Leaf Spot 

Pod and Stem Blights (Diaporthe and Phomopsis spp.) 

Downy Mildew (Pemnospora mans/Jerico) 

Rust (Puccinia 

(Sphaerotheca macu/aris)21 

Green mold (Trichoderma lwrziamun)* 

Leaf spots ( Cercospora and Ranmlaria spp.) 

Powdery mildew (Erysiphe spp.) 

Rust (Uromycesbetae) 

*Suppression only; for improved control mix or rotate IVith chemical fungicide approved for such use. *~NOT FOR USE IN CALIFOR.!'IIA" 

'Tank mix or rotate IVith copper-based fungicides a/ label rates for improved control. 
2Apply at or immediately following planting (but before p[al\t emergence) as a banded seed line treatment 4 to 6 inches wide. Make second application at 
thinning or cultivation in sufficient water and multiple nozzles to ensure thorough coverage of lower leaves and surrounding soil smface. Incorporation 
with light irrigation after application may improve disease control. Repent at 10-14 day intervals if conditions promoting disease persist. 

3 For greasy spot suppression, apply at first new foliar !lush and repeat IVith each nelV flush. Tank mix with spray oil or copper based fungicide at labeled 
rates. 

'For suppression of citrus scab, start applications at first new foliage !lush and repeat at petal fall and when fruit arc Y, inch in diameter. 
5 Make first application at or before tight cluster if conditions favor disease development. Repeat at 7-10 day intervals through the second cover spmy or 

longer on susceptible varieties or if environmental conditions favor rapid disease development. 

"Begin applications before bloom when environmental conditions favor disease development, repeating at 7 to t4 day intervals or as needed. Control may 
be enhanced by addition of a surfactant to improve spray coverage. Usc only surl"actants known to be safe for use on the crop and for IVhich such use is 
allowed. 

7Rotate with antibiotics registered for fire blight control for improved perl"ormance. Begin applications at 1-5% open blossoms and rt->peat every 3-7 days 
as necessa1y until petal fall, when intervals can be increased to 7 days. Double Nickel 55f~1 can also be used in summer"'covcr spray"' applicalions to 
control the shoo/ blight phase of fire blight and summer diseases. Can be mixed with copper fungicides to improve control. 

~Make JiTSt application at popcorn stage and repeat every 7 days. 
9 Start applying at early bloom stage and repeat every 7 days through petal fall. 

,n Pre-harvest applications in sufficient water to cover fruil or other harvested plant parts may improve control of postharvest infections. 
11 Begin applications at or before pistillate bloom, repeating every 7-10 days. Apply before rainfall if possible, and tank mix or rotate IVith u copper-based 

bactericide registered for such use for improved control. 

'2 Start applications at or just before flolVcring and repeat every 7-10 days as needed through harvest. 

lJ Apply before fall mins and again during tlonnancy before spring grul\th. 
14 Stmt applications when uew shoots are y, to I 'lS inches lo!lg. Repeat at 3-5 inches, 8-tO inches, and then at 7-10 day int~-rvals until disease conditions no 

longer exist. 
15 Apply at bloom, before bunch closure, at vcmison, and before harvest. 

lt Apply when shoots arc 'h 10 t inch long and again when 6-8 inches long. 

' 3 Mix I ounce Double Nickel 55Th' per gallon of water and apply to pnming wounds. 

IE Apply at budbrcak and repeat on t4-21 day interval as needed through harvest. 
19 Apply at !lowering and repeat on 14-2 I day interval as needed through harvest 
20 Apply at first appearance of leaves and repeat at 7-21 day intervals as needed, in sul"ficient water to obtain thorough coverage of foliage. fank mix with 

spray oil or other registered fungicides for improved control. 
21 Mix 0.5-1 lb Double Nickel SST'"' per tOO gallons of water nnd npply in minimum of20 gallons per acre fonn emergenc .. to t;ain;ng, 50 gal[np~ !JCr acre 

from tmining to wire, and tOO gallons per acre from wire touch through harvest. 
22 For treatment of horseradish or strawbcny roots immediately before transplanting: immerse bare roots (individually or in bu,Jchc.:.) for I 0 Sf>Comls in a 

suspension of2-4 ounces Double Nickel SSTM per gallon of water. 
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Foliar application: For control of diseases onfoliage,jlowers,fi·uit, or other above-ground parts of 
plants: Mix CX-9030 in water and apply as a spray at a rate of0.25 to 3 pounds per acre in sufficient 
water to achieve thorough coverage of the crop canopy with minimal runoff Begin applications at crop 
emergence, transplanting, or when conditions are conducive to development of disease. Repeat 
application every 7 to 10 days, or as needed, for as long as conditions favor disease development. Lower 
rates (0.25 to 1 pound per acre) may be applied under light disease pressure, to smaller (e.g. newly
emerged) plants, or when CX-9030 is used in a tank mix with other fungicides whose labels allow such 
use. Under moderate to severe disease pressure, or when environmental conditions and plant stage are 
conducive to rapid disease development, use higher label rates (1 to 3 pounds per acre), apply more 
frequently (every 3 to 7 days), and mix or rotate CX-9030 with other fungicides for improved 
performance. 

Soil application: For control of soilborne diseases infecting seeds, seedlings, roots, crown, stems, or 
other plant parts below ground or in contact with soil: Apply CX-9030 at 0.125 to 1 pound per acre. 
Mix the required amount in sufficient water to apply by one of the following methods: 

• Soil drench applied to transplants in flats or pots in the greenhouse or nursery any time prior to 
transplanting (see additional drench instructions under "Nurseries, greenhouses, shade houses, and 
ornamental plants" below). 

• Soil drench at transplanting, using a "water wheel" injector, spray nozzles/hoses, or other method to 
drench each root ball and/or planting hole. 

• Soil or seedline drench, or banded spray (in-furrow) at planting. See the section on "Banded (in-
furrow) application" below for additional instructions. 

Follow-up (post-planting) preventative applications can be made every 2-4 weeks by one or more of the 
following methods, if needed: 

• Drip (trickle) or any type of sprinkler irrigation, any time after planting or transplanting. See 
Chemigation Instructions for additional information. 

• Spray directly onto the soil surface and/or lower plant parts. If targeting root disease, follow 
immediately with sufficient overhead sprinkler irrigation to move CX-9030 to the root zone. 

• Injection directly into the rooting zone using shanks or similar equipment. 

Lower rates (0.125 to 0.5 pounds per acre) may be applied underlight disease pressure, to smaller plants, 
or when CX-9030 is used in a tank mix with other fungicides whose labels allow such use. Under 
moderate to severe disease pressure, or when environmental conditions and plant stage are conducive to 
rapid disease development, use higher label rates (0.5 to 1 pound per acre), apply more frequently (every 
2 weeks), and mix or rotate CX-9030 with other fungicides for improved performance. 
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Banded fin-furrow) application: Use the table below to determine the correct application rate ofCX-9030 
per I ,000 row feet, based on row spacing and desired rate per acre. Mix the required amount ofDOUBLE 
CX-9030 in water and apply as banded spray (4" to 6" wide) or seedline drench centered over the planting 
furrow. Apply directly over seeds in the furrow just before they are covered with soil. The volume of 
water required per acre or per I ,000 row feet will depend on the application equipment used. Consult 
your local cooperative extension service if you need assistance calibrating band spraying equipment. 

Rates for banded (in-furrow) application: Find desired application rate ofCX-9032 per acre in the left column. 
Read across that line to the correct row spacing indicated at the top to find the nwnber of fluid ounces per 1,000 
row feet that will provide the desired application rate per acre. 

Rate/acre Space between rows (inches) 
Pints fl oz rc-u, 14 ::<i( .. 18 .. :2(.) 22 . .. 24_ .. -:: 26 -,:.28:'.-:" 30 \3.2;·" 34 ... ·3.6:·, . 38 ./40•". 

0.5 8 .. .::-o.2:· 0.2 -:··.o_.-t .. ·· 0.3 .:·:o:·3 0.3 'bA' . 0.4 :::o:4J 0.5 ·.:.0.5'"" 0.5 ·a:l; 0.6 .. .o":K·:. 
·:o:3.:: ... b.{:. . 0:5 

.. 
0.5 0.75 12 0.3 0.4 :o.6 . 0.6 .0.6 0.7 o.j:':·: 0.8 .0,8·.' 0.9 .0.9" .. 

1.0 16 I o.4 0.4 ·o:·s: ... 0.6 0:6. 0.7 0 . .7 0.8 o:.? .. ;·' 0.9 .:-LQ_ ..... 1.0 -1 :t 1.2 :.". L2 •' 

• 
1.25 20 ... 0".5 ·.:: 0.5 .. 6.6 0.7 o>s 0.8 M .. 1.0 .-.>iT. 1.1 ·:.L2 .,, 1.3 ):4 1.5 I·· i:5 

1.5 24 -0:6: 0.6 0.7 0.8 0.9 1.0 t.:-i... 1.2 ··.u·, 1.4 1;"5 ·: 1.6 1.7- 1.7 Ls· 
1.75 28 o:6:-. 0.7 .. ·a:~...- 1.0 l:l 1.2 "'-1:3 •. 1.4 ,),5.: 1.6 tz 1.8 f9."" 2.0 2".1:-
2.0 32 0:7.' 0.9 J .. o 1.1 "1.2. 1.3 1.5 ·. 1.6 1:7. 1.8 2.0 2.1 ··:2.2 2.3 ..-..2.4 

2.25 36 o:s .. 1.0 ·..-:.1:1 1.2 1.4 1.5 1.7 1.8 1.9 2.1 2.2 2.3 ·2.5 2.6 .. 2.8 
2.5 40 0.9 1.1 ·:..J.2"·,· 1.4 ·. 1.5 1.7 .. 1;8 2.0 2:1 2.3 ""2.4. 2.6 2.8 2.9 .. 3.1 

2.75 44 1.0 1.2 1.3 •' 1.5 l.7 1.9 2:o· 2.2 2.4 2.5 'if·· 2.9 ·3:o 3.2 ··3A 
3.0 48 (I: 1.3 ·}(5 .. 1.7 1.8 2.0 '2.:t. 2.4 :·2:6· 2.8 'i.:Q 3.1 3.3 3.5 3·;T 

3.25 52 t2 1.4 "f6 1.8 2.0 2.2 2.4 2.6 2:i( 3.0 3·.2 3.4 3 .. 6 3.8 4.0 

3.5 56 "1.3 1.5 1;7. 1.9 2.1 2.4 ·. 2.6 2.8 3.0 .. 3.2 .3 . ."4"" 3.6 ;3.9: 4.1 . .. {3 

3.75 60 1.4·. 1.6 L8 ' .I 2:3 2.5 2.8 ... 3.0 3.i .. 3.4 3) 3.9 4.1 4.4 .4.6 

4.0 64 L5 1.7 i.<f" 2.2 2.4 2.7 2.9: .. 3.2 3.4- 3.7 3;9 4.2 4.4 4.7 4.9. 
4.25 68 .J:( 1.8 "it· 2.3 i:6 2.9 "3·.1 ::. 3.4 ·3:.6-: 3.9 4.2 4.4 4:7 

.. 
4.9 

.. 
5:2·: .. : 

4.5 72 1.7. 1.9 "2.2 2.5 2.8 3.0 3.3 3.6 3:9 4.1 .4.4. 4.7 5.0 5.2 5:5 

Mushrooms spawn grains: Mix 2 to 4 pounds of CX-9030 with SO- I 00 pounds of gypsum, limestone, 
or chalk. Coat approximately I ,600 units of spawn grains using this mixture before mixing the spawn into 
the mushroom gro\\r:ing substrate. Apply treated spawn to approx. S,OOO square feet of bed surface at 
spawning. 

Mushroom growing supplement: Mix 2 to 4 pounds of CX-9030 with SO- I 00 pounds of gypsum, 
limestone, or chalk. Coat approximately 2,000 pounds of supplement using this mixture before mixing the 
supplement into the mushroom growing substrate. Apply treated supplement to approx. S,OQG :sl{wtre feet 
of bed surface at spawning. · 

Mushroom growing beds: Mix 1 to 3 pounds of CX-9030 per I 00 gallons of irrigation water and apply 
as a drench at approximately 20 gallons per 1,000 square feet of bed surface (I ga:lm: o': drench will treat 
approximately 50 square feet). Maintain sufficient agitation/circulation in the irrigatioP .~o enSt•r<;! unifonn 
mixing. Depending on disease pressure, apply at one or more of the following timing:): befort. firs• flush, 
between first and second flush, and/or between second and third flush. 

Nurseries, greenhouses, shadehouses, and ornamental plants: 

Spray application: Mix 0.25 to 3 pounds of CX-9030 per 100 gallons of water and apply as a fvl;ar 
spray of sufficient volume to wet the entire plant with minimal runoff Begin preventative applications at 
plant emergence and repeat every 3-2S days as needed (every 3-7 days if disease pressure is high or 
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envirorunental conditions are highly favorable to disease outbreak, 10-28 days under low pressure or Jess 
conducive conditions). 

Drench application: Mix 0.125 to 2 pounds of CX-9030 per 100 gallons of water and apply as a 
drench or coarse spray to soil or other growing media in pots, flats, plugs, trays, or planting beds, for 
control or suppression of soilborne diseases of seedlings, cuttings, bedding plants, and transplants 
(including vegetables and other transplanted food crops). Make first application at or immediately before 
seeding, sticking, germination, or transplanting. Repeat applications every 14-28 days as needed. 
Transplants can be treated immediately before transplanting into field soils to protect against damping-off 
and other diseases that reduce plant establishment. 

Cutting or root dip: Dip basal end of cuttings or bare roots (individually or in bunches) in a suspension of 
1 to 2 pounds of CX-9030 per gallon of water. Immerse for 5-l 0 seconds immediately before planting. 

Chemigation: Mix 0.125 to 2 pounds of CX-9030 per 100 gallons of water and apply via drip, 
handheld, or sprinkler inigation systems. Refer to "Chemigation Instructions" for more details. 

Indoor, outdoor, and shade- or other 
cover-grown ornamental trees and shrubs, 
flowering plants, foliage plants, tropical 
plants, potted plants, potted or cut 
flowers, bedding plants, forestry 
seedlings, conifer production for 
reforestation, fruit trees, vegetables and 
other crops grown in greenhouses or 
nurseries. 

Powdery mildews caused by Erisyphe, Podosplwera, Splwetotbeca, Oidium, and 
Goloviuomyces spp.) 

Anthracnose (Co!letolric!wm spp.) 
Bacterial leaf spots caused by Erwiuia, Pseudomonas, and Xantbomonas spp. 
Damping-off disease (R!Jizoctonia, Pytbium, Fusariuw spp.) 
Late blight, blackeye, and root rots caused by Pbytophthora spp. 
Gray mold and blight caused by Botrylis cinerea 
Black root rot (Aspagi!lus spp.) 
Black spot of roses (Diplocarpou rosae) 
Downy mildew (Peronospora spp.) 
Leaf spots caused by Alternaria, Septaria, Cercospora, Entomosporinm, 

Helmiuthosporium, and Myrothecium spp.) 
Rust (Puccinia spp.) 
Scab (Venturia spp.) 
Root rot, bottom rot, or stem rot caused by R/Iizoctonia so!mli 
Sclerotinia blight 
Fusarium wilts 

Turfgrass application: For control of foliar diseases, apply CX-9030 at 0.5 to 1 ounce per 1,000 
square feet as a ground-directed spray in sufficient water to provide thorough coverage. To control root 
and crown diseases in or on the soil, immediately follow the spray with sufficient overhead sprinkler 
inigation to move the product into the root zone. 

Turf, sod, lawns, golf course (fainvays, 
roughs, greens, tees), grass seed production 

Including but not limited to: Bluegrass, 
Bentgrass, Bennudagrass (common & 
hybrid), Dichondra, Fescue, Orchardgrass, 
Poa ammo, St. Augustine grass, Ryegrnss, 
Zoysia, mixtures, and other grasses or 
ornamental turf 

Anthracnose (Colletotric!mm gramiuico!a) 
Brown patch (R!Jizoctonia so/ani) 
Dollar spot (Lanzia and Moe!lerodiscns spp., fonncrly Sc!erolinia bome'J~f't;'Ja) 
Powdery mildew (Erisyphe graminis) 
Rust (Puccinia spp.) 
Gray leaf spot (Pyricu!aria grisea) 
"Damping off' or seedling blights caused by Pythium 
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STORAGE AND DISPOSAL 

Do not contaminate water, food, or feed by storage and disposal. 

Pesticide Storage: Store in a dry area inaccessible to children. Store in original containers only. 
Keep container closed when not in use. 

Pesticide Disposal: Wastes resulting from the use of this product may be disposed of onsite or 
at an approved waste disposal facility. 

Container Handling: Nonrefillable container. Do not reuse or refill this container. Completely 
empty bag into application equipment. Then offer for recycling if available or dispose of empty 
bag in a sanitary landfill, or by incineration, or if allowed by state and local authorities, by 
burning. Ifbumed, stay out of smoke. 
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CHEMIGATION INSTRUCTIONS 

General information: 

Apply this product only through drip (trickle) irrigation (including microwirrigation through spaghetti 
tubes or individual tubes) or sprinkler irrigation (including impact or micro sprinklers, overhead boom, 
solid set, lateral move, end tow, side-roll, center pivot, or hand move, including misHype systems); or 
with hand-held calibrated irrigation equipment (such as a hand-held wand with injector). Do not apply 
this product through any other type of irrigation system. 

Crop injury or lack of effectiveness can result from non-uniform distribution of treated water. 

If you have questions about calibration, contact State Extension Service specialists, equipment 
manufacturers or other experts. 

Do not connect an irrigation system (including greenhouse systems) used for pesticide application to a 
public water system unless the pesticide label-prescribed safety devices for public water systems are in 
place. 

A person knowledgeable of the chemigation system and responsible for its operation, or under the 
supervision of the responsible person, shall shut the system down and make necessary adjustments should 
the need arise. 

Public water system means a system for the provision to the public of piped water for human 
consumption if such system has at least 15 service connections or regularly serves an average of at least 
25 individuals daily at least 60 days out ofthe year. 

Chemigation systems connected to public water systems must contain a functional, reduced-pressure 
zone, backflow preventer (RPZ) or the functional equivalent in the water supply line upstream from the 
point of pesticide introduction. As an option to the RPZ, the water from the public water system should 
be discharged into a reservoir tank prior to pesticide introduction. There shall be a complete physical 
break (air gap) between the outlet end ofthe fill pipe and the top or overflow rim ofthe reservoir tank of 
at least twice the inside diameter of the fill pipe. 

The pesticide injection pipeline must contain a functional, automatic, quick-closing check valve to 
prevent the flow of fluid back toward the injection. 

The pesticide injection pipeline must contain a functional, normally closed, solenoid-operated valve 
located on the intake side ofthe injection pump and connected to the system interlock to prevent fluid 
from being withdrawn from the supply tank when the inigation system is either automatically or manually 
shut down. 

The system must contain functional interlocking controls to automatically shut off the pesticide 
injection pump when the water pump motor stops, or in cases where there is no water pump, when the 
water pressure decreases to the point where pesticide distribution is adversely affected. 

Systems must use a metering pump, such as a positive displacement injection pump (e.g., diaphragm 
pump) effectively designed and constructed of materials that are compatible with pesticides at.d -..::d_pable 
of being fitted with a system interlock. 

Do not apply when wind speed favors drift beyond the area intended for treatment. 

Remove scale, pesticide residues, and other foreign matter from the chemical suppty tank r.nd iq:ector 
system and flush with clean water before use. Failure to provide a clean tank, free o(s_cctle or fes'dues 
may reduce effectiveness ofthis product. 
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Drip (trickle) and micro-irrigation chemigation: 

L The system must contain a functional check valve, vacuum relief valve and low pressure drain 
appropriately located on the irrigation pipeline to prevent water source contamination from backflow. 

2. The pesticide injection pipeline must contain a functional, automatic, quick-closing check valve to 
prevent the flow of fluid back toward the injection pump. 

3. The pesticide injection pipeline must also contain a functional, normally closed, solenoid-operated 
valve located on the intake side of the injection pump and connected to the system interlock to prevent 
fluid from being withdrawn from the supply tank when the irrigation system is either automatically or 
manually shut down. 

4. The system must contain functional interlocking controls to automatically shut off the pesticide 
injection pump when the water pump motor stops. 

5. The irrigation line or water pump must include a functional pressure switch which will stop the water 
pump motor when the water pressure decreases to the point where pesticide distribution is adversely 
affected. 

6. Systems must use a metering pump such as a positive displacement injection pump (i.e., diaphragm 
pump) effectively designed and constructed of materials that are compatible with pesticides and 
capable of being fitted with a system interlock. 

7. Dilute the product in water following the label mixing directions. It may be premixed in a supply tank 
with water, fertilizer, or other appropriate tank-mixed agricultural chemicals. Agitation is necessary. 
Apply to moderately moist soils. Use volumes that thoroughly wet the soil but that do not cause 
significant runoff or excessive drip from pots. Application should be continuous in sufficient water to 
apply the recommended rate evenly to the entire treated area. 
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Sprinkler chemigation: 

1. The system must contain a functional check valve, vacuum relief valve, and low pressure drain 
appropriately located on the irrigation pipeline to prevent water source contamination from backflow. 

2. The pesticide injection pipeline must contain a functional, automatic, quick-closing check valve to 
prevent the flow of fluid back toward the injection pump. 

3. The pesticide injection pipeline must also contain a functional, normally closed, solenoid-operated 
valve located on the intake side of the injection pump and connected to the system interlock to prevent 
fluid from being withdrawn from the supply tank when the irrigation system is either automatically or 
manually shut down. 

4. The system must contain functional interlocking controls to automatically shut off the pesticide 
injection pump when the water pump motor stops. 

5. The irrigation line or water pump must include a functional pressure switch which will stop the water 
pump motor when the water pressure decreases to the point where pesticide distribution is adversely 
affected. 

6. Systems must use a metering pump, such as a positive displacement injection pump (i.e., diaphragm 
pump) effectively designed and constructed of materials that are compatible with pesticides and 
capable of being fitted with a system interlock. 

7. Dilute the product in water following the label mixing directions. It may be premixed in a supply tank 
with water, fertilizer or other appropriate tank-mixed agricultural chemicals. Agitation is necessary. 
Apply to moderately moist soils. Use volumes that thoroughly wet the soil but that do not cause 
significant runoff or excessive drip from pots. Application should be continuous in sufficient water to 
apply the recommended rate evenly to the entire treated area. 

8. Do not apply when wind speed favors drift beyond the area intended for treatment. 

WARRANTY 

Certis USA, L.L.C. warrants that the material contained herein conforms to the description on the label ttnd is re1S0Pab•y fit for 
the purpose referred to in the directions for use. Timing and method of application, weather, wateriagprar:tices, n3.ture of soil, 
the disease problem, condition of the crop, incompatibility with other influencing factors in the use uf tms product are beyond 
the control of the seller. To the extent consistent with applicable law, buyer assumes all risks of use, storage, or b::d:Lls of this 
material not in strict accordance with directions given herein. NO OTHER EXPRESS OR IMPLIED WARRANTY OF THE 
FITNESS OR MERCHANTABILITY IS MADE. 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFF!CE QFCHEMICAL 
SAFETY AND POLUTION 

PREVENTION 

March 13,2013 

I, !(imberly Nesci, Microbial Pesticides Branch, Biopesticides & PoLution Prevention Division, Office of 
Pestici-de Programs, Office of Chemical Safety and Polution Prevention, United States Environmental 
Pmtection Agency ("EPA"), certify that the pesticide product (s) listed below is, as of the date of this letter, a 
re,tistered product under the Federal insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, and 
that as such, the product(s) may be sold and marketed in the United Stdes of America as authorized and 
lim iteC by FIFRA. A true and correct copy of the product label approveci by EPA is attached to accompany 
this lel"ter. 

Registration of this product(s) with EPA also denotes that the regis ':rant listed below is responsible for 
en$Uring full compliance with all the Jaws of the United States of Americ:a, or governing jurisdiction, 
re~1arding the sale, storage and/or disposal of the product(s). Further, t1e recipient of this letter is on notice 
tha.t thi! referenced registration and/or the accompanying label may change subsequent to the date of this 
letter. EPA assumes no responsibility to notify the recipient(s) (i.e., Gu:~temala) of this letter of any change 
in the ntatus of the registration(s) and/or the product label for the product(s) listed below. 

EPA h<IS issued registration numbers for the product(s) listed below to: 

Cei1is Usa, LLC 
9145 Guilford Road, Suite 175 
Colum::1ia, MD 21046 

EPA Rugistration Number: 
Narne nf Product: 

70051-108 
CX-9030 

J~~\J{\pbW 
Risk ManagEr 9~ 
Microbial Pe;ticides Branch 
Biopesticides & Pollution Prevention Division 
(7511P) 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OFCHEMICAL 
SAFETY AND POLUTION 

PREVENTION 

March 13, 2013 

I, Kimberly Nesci, Microbial Pesticides Branch, Biopesticides & Pollution Prevention Division, Office of 
Pesticide Programs, Office of Chemical Safety and Polution Prevention, l!nited States Environmental 
Protectkm Agency ("EPA"), certify that the pesticide product (s) listed be~ow is, as of the date of this letter, a 
registernd product under the Federal Insecticide, Fungicide, and Rodenti,:ide Act (FIFRA), as amended, and 
that as ~-uch, the product(s) may be sold and marketed in the United Statos of America as authorized and 
limit~d by FIFRA. A true and correct copy of the product label aPProved !Jy EPA is attached to accompany 
this lettH. 

f~egistration of this product(s) with EPA also denotes that the registrant listed below is responsible for 
ensurinu full compliance with all the laws of the United States of America, or governing jurisdiction, 
rega1·ding the sale, storage andfor disposal of the product(s). Further, thn recipient of this letter is on notice 
that the referenced registration and/or the accompanying label may chanrJe subsequent to the date of this 
Jette1·. EPA assumes no responsibility to notify the recipient(s) (i.e., Pam;ma) of this letter of any change in 
the ~.tatus of the registration(s) andtor the product label for the product(sl listed below. 

EPA has issued registration numbers for the product{s) listed below to: 

Certis u~;;a, LLC 
9145 Guilford Road, Suite 175 
Columbia, MD 21046 

EPA Registration Number: 
Name of Product: 

70051-108 
CX-9030 ',~~~t.~~JJ!utcv 

Risk Manager 92 
Microbial Pesticides Branch 
Biopesticides & Pollution Prevention Division 
(7511 P) 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OFCHEMICAL 
SAFETY AND POLUTION 

PREVENTION 

March 13,2013 

I, Kimberly Nesci, Microbial Pesticides Branch, Biopesticides & Pollution Prevention Division, Office of 
Pesti1~ide Programs, Office of Chemical Safety and Polution Prevention, U11ited States Environmental 
Protection Agency ("EPA"), certify that the pesticide product (s) listed bekw is, as of the date of this letter, a 
registered product under the Federal Insecticide, Fungicide, and Rodentic:de Act {FIFRA), as amended, and 
that as such, the product(s) may be sold and marketed in the United Staten of America as authorized and 
limited by FIFRA. A true and correct copy ofthe product label approved by EPA is attached to accompany 
this ~~~tter. 

Regi!;tration of this product{s) with EPA also denotes that the registra1t listed below is responsible for 
ensul'ing full compliance with all the laws of the United states of America, or governing jurisdiction, 
regardin~l the sale, storage and/or disposal of the product(s). Further, the recipient of this letter is on notice 
that tlile r-:lferenced registration and/or the accompanying label may changa subsequent to the date of this 
letter, E~,A assumes no responsibility to notify the recipient{s) (i.e., Ecuador) of this letter of any change in 
the sl:atuH· of the registration{s) and/or the product label for the product{s) listed below. 

EPA has issued registration numbers for the product(s) listed below to: 

Certis Usa, LLC 
9145 Guilford Road, Suite 175 
Colurnbi~l, MD 21046 

EPA Heg!stration Number: 
NamEi of Product: 

70051-108 
CX-9030 \,~su~ 

Risk Manager fl2 
Microbial Pesticides Branch 
Biopesticides o'lt Pollution Prevention Division 
(7511P) 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OFCHEMICAL 
SAFETY ANO POLUTION 

PREVENTION 

March 13, 2013 

I, Kimberly Nesci, Microbial Pesticides Branch, Biopesticides & Pollution Prevention Division, Office of 
Pesti1~ide Programs, Office of Chemical Safety and Polution Prevention, United States Environmental 
Protection Agency ("EPA"), certify that the pesticide product (s) listed below is, as of the date of this letter, a 
registered product under the Federal Insecticide, Fungicide, and Rodenticide Act {FIFRA), as amended, and 
that ;:_s such, the product(s) may be sold and marketed in the United State~; of America as authorized and 
limited by FIFRA. A true and correct copy of the product label approved b'f EPA is attached to accompany 
this h'tter. 

f<:egintration of this product(s) with EPA also denotes that the registrant listed below is responsible for 
ensuring full compliance with all the laws of the United States of America, or governing jurisdiction, 
regardin~l the sale, storage and/or disposal of the product(s). Further, the recipient of this letter is on notice 
that the referenced registration and/or the accompanying label may change subsequent to the date of this 
letter, EPA assumes no responsibility to notify the recipient(s) {i.e., Colombia) of this letter of any change in 
the stattv~ of the registration{s) and/or the product label for the product(s) listed below. 

EPA has issued registration numbers for the product(s) listed below to: 

CertiL~ Usa, LLC 
9145 Guilford Road, Suite 175 
Columbiu, MD 21046 

EPA Registration Number: 
Nam1~ of Product: 

70051-108 
CX-9030 

~~t.~~:~V;NJ 
Risk Manager -:12 
Microbial Pesticides Branch 
Biopesticides !. Pollution Prevention Division 
{7511 P) 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

OFFICE OFCHEMICAL 
SAFETY AND POLUTION 

PREVENTION 

March 13,2013 

I, Kimberly Nesci, Microbial Pesticides Branch, Biopesticides & Pollution Prevention Division, Office of 
Pesticid1! Programs, Office of Chemical Safety and Polution Prevention, United States Environmental 
Probrction Agency ("EPA"), certify that the pesticide product (s) listed below is, as of the date of this Jetter, a 
registered product under the Federal Insecticide, Fungicide, and Rodentidde Act (FIFRA), as amended, and 
that as such, the product(s) may be sold and marketed in the United States of America as authorized and 
limit1~d by FIFRA. A true and correct copy of the product label approved t>y EPA is attached to accompany 
this letter. 

Hegistration of this product(s) with EPA also denotes that the registumt listed below is responsible for 
ensuring full compliance with all the laws of the United States of America_ or governing jurisdiction, 
regardin-g the sale, storage andfor disposal of the product(s). Further, thE· recipient of this letter is on notice 
that l:he l'eferenced registration andfor the accompanying label may chantJe subsequent to the date of this 
Jetter. EPA assumes no responsibility to notify the recipient(s) (i.e., Dom,nican Republic) of this letter of any 
change in the status of the registration(s) andfor the product label for the product(s) listed below. 

EPA has issued registration numbers for the product(s) listed below to: 

Certis U~;a, LLC 
9145 Guilford Road, Suite 175 
Columbi.;l, MD 21046 

EPA RegAstration Number: 70051·108 
Nam;1 of Product: CX·9030 '~~W!Pw 

Risk Manager ~ 
Microbial Pesticides Branch 
Biopesticides & Pollution Prevention Division 
(7511P) 
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March, 4 2013 

Document Processing Desk (REG FEE) 
Office of Pesticide Programs 
U.S. Envirorunental Protection Agency 
One Potomac Yard Room S~4900 
2777 South Crystal Drive 
Arlington, VA 22202 
Attn: Ms. Betty Williams 

Certis USA 
9145 Guilford Road 
Suite 175 
Columbia, MD 21046 

(301) 604-7340 

Fax: 301-604-7015 
www.certisusa.com 

Re: Certis USA L.L.C. Request for Gold Seals (PRIA 3 Category: M006) f... ~ 

Dear Ms. Williams, 

On behalf of Certis USA L.L.C., I am respectfully requesting Gold Seal Certification 
Letters for the registered pesticide product CX-9030 (EPA Registration No. 70051-1 08). 
Please display the alternate brand name AMYLO-X on the Gold Seal. I am requesting the 
maximum number of Gold Seals (5) covered by one PRIA fee. The Gold Seals will be to 
support registration activity of Amy lo-X in the following cotmtries: 

I. Dominican Republic 
2. Colombia 
3. Ecuador 
4. Panama 
5. Guatemala 

Included with this submission are the following docmnents: 
• 8570·5 Form 
• EPA Approved Notification Label dated July 27,2012 
• CX-9030 Stamped Approved label displaying the ABN Amylo·X 
• Credit card receipt as proof of payment 

Please note- This PRIA payment was made on January 28th, 2013. The pay~ent 
appeared to not have completed, and the submission was never made. Tht. <3E::rtis credit 
card statement received recently shows proof of this payment being proces-sed. We would 
like to apply the payment made on January 28th to this submission. 

Please return the Gold Seal Letters to my attention, at the address on this letterhead. 
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If you have any questions about this submission, I can be reached by telephone at 301-
483-3810, or by email at sgallager@certisusa.com. 

Sincerely, 

AJJ~.H~~ 
Susan Gallager 0 
Regulatory Affairs Associate 

CC: Christine A. Dively 
Director of Regulatory Affairs 
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Print Form 
Ple~se n~rJ hnrructlons on n>v•n• bofore t:om led, form. Form A roved. OMS No, 2070..0060 

United Stotn w Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Wot~hington, DC 20460 

Other 

Application for Pesticide · Section I 
t. Company/Product Number 2. EPA Product MenflgDr 3. Proposed Clouification 
70051-108 Sheryl Reilly 

0Nono D Restricted 
4. Company/Product INomel PMI 

CX-9030 Microbial Pesticides Branch 

5. Name and Addren of Applicant (Include ZJP CorJ"I 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

Certis USA L.L.C. 
lb)(i), my product is similar or identical in composition and labeling 
to: 

9145 Guilford Road, Suite t75, Columbia MD 21046 
EPA Reg. No. 

D Cht~ck if rhis is a nt>W addrass Product Name 

Section - II 

D Amon.dment- Explain bolow. D Final printed hlbal11 in rosponue to 
Agency Iotter datod 

D Rnubmisuion in rasponso to Agency Iotter dotod D "Me Too" Applicetion. 

D Notificotion- Explain bolow. ~ Othor- Explain below. 

Explanation: Use lldditional pngel'l if nocousary. (For soction land Section II.) 

Request for five {5) Certificates of Registration (Gold Seal Letters) 

Section - Ill 
1. Material Thi• Product Witt Be Peckoged In: 

Child·Ruiutont Pack:oging Unit Packaging Wnur Soluble Pockeging 2. Typa of Contoinar @y,,• Bv .. ~ 
y, 

~Mo<ol 
No No 

Plaetic 
No Giallo 

" Certification must 
If "Yos" No. por If "Yes" No. per Poper 
Unit Pockoging wgt. contoinor Package wgt contoinOJ Other !Specify!_ ' be s ubmrttod 

I 
-r 

3. Location of Not Content• Information 4. SiZD(s) Ratoil Container 5. Location ol Lobol Oi1octoone 

~ 0 Cont.-iner S lbs 
E9 On Lobel 

LnbDI On Labeling accompanying product 

6. Manner in Which Labol i• Affixed to Product ~ Uthograph D Othar 
Pepor ~lued 
Stonci ~d . -. 

Section · IV -
1. Contact Point /Comp/ora it11rns dir11ctly b11low for idonrifictJtion of individuo/ ro btl conlocrod, if nflcEJSsflry, ro procfiSS rhis spplii:mioro. r 

NamD Title : T~l<.ph,.mo No. (Include Aroa Code) 
Christine A. Dively Director of Reg. Affairs I 301-483- 38C6 

-
Certification '· Qoto ,Apf>hcPtlon 

1 certify that the stotomontG I have made on this form and ell onechmonts thereto aro truo, ecctl rate end coinp),'ta.- RO.:uivec. 

1 acknowledge that ony knowingly f11lse or misleading Gtatoment moy ba punieh11blo by fine or imprisonment' or' (Stamped) 
both under applicsble law. /'""' 

2. Sign11Wre [)_· 3. Title 

~ y( / Director of Regulatory Affairs ~ 

4. TypDd N~~m• S. Dot• 

Christine A. Dively Jan24.2013 

EPA F<.>rm 8570 1 !Rev. S-941 Pro111ous odltlons or~ obsoleto. - Whh•- EPA File Copy lorlglnall -Y&llow Applicant Copy 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

March 7, 2013 

OPP Decision Number: D-475927 
EPA File Symbol or Registration Number: 70051-108 
Product Name: CX-9030 
EPA Receipt Date: 05-Mar-2013 
EPA Company Number: 70051 
Company Name: CERTIS USA, LLC 

CHRISTINE A. DIVELY 
CERTIS USA, LLC 
9145 GUILFORD ROAD, SUITE 175 
COLUMBIA, MD 21046 

SUBJECT: Receipt of Request for Gold Seal Certification Letter(s) 

Dear Registrant: 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTAl\'CES 

The Office of Pesticide Programs has received your request for Gold Seal Certification 
letter(s) that is subject to a Pesticide Registration Service Fee as defined in the Pesticide 
Registration Improvement Act. 

The action has been identified as action code M006: 

UP TO 5 GOLD SEAL CERTIFICATION LETTERS PER REGISTRATION 

No additional payment is due at this time. If you have any questions, please contact 
Betty Williams at (703) 308-0132. 

Sincerely, 
A..._./~----
Front End Processing Staff 
Information· Technology & Resources Management Division 
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Material Sent for Data Extraction 
Reg.# 7oo5/- (0~ 

DeJCription: 1\lo\:~~ 

rsJ Material(s) ~nt to Data Extraction Contractors: 

New Stamped Label Dated ___ _ 

Notification Dated tp( 'bjli__. \f'"·~~ J 
D New CSF(s) Dated ____ _ 

j D Other: 

Decision #: Lj (, (, 7(, 0 

D Other Action/Comments: ________ _ 

File this coversheet and attached materials in the jacket. It must be 
well organized and clipped together, NOT STAPLED. Then give the 
jacket with the coversheet and materials to staff in the Information 
Services Center (ISC) (Room S-4900). If a jacket is full or only 
available as an image, please file materials in a new jacket and bring it 
down to the (ISC). For further information P.lease call 703-605-0716. 

Reviewer: c5 (1 SOJv/\Q. c~vt \~ 
Phone: · - o '\. · ~G/ Division: j3 ~[}? 
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FW: 70051 ~ 108 Copy of notification 
Dively, Chris 
to: 
Susanne Cerrelli 
07/3012012 12:11 PM 
Cc: 
"Dively, Chris", Alan Reynolds 
Hide Details 
From: "Dively, Chris" <cdively@certisusa.com> 

To: Susanne Cerrclli/DC/USEPAIUS@EPA 

Cc: "Dively, Chris" <cdively@certisusa.com>, Alan Reynolds/DC/USEP AJUS@EPA 

I Attachment 

DNstampcdLabciDPR.cd071220 12.pdf 

Hi Susanne, 

Page I of2 

I know that you are not in the office today, but I thought I would go ahead and send the final print label for Double 
Nickel that I sent to you on Friday last. This label has the text Not For Use in California" as indicated by DPR (and you 
stamped as a Notification), but the text "Hawaii Only" opposite coffee, has been deleted so that the label is identical to 
the EPA stamped label. We do not need this text, and wanted to be consistent with the label that is currently in 
channels of trade (except inCA at the moment). No need to file an amendment, but want to make sure this is the label 
that is in PPLS. If I need to file another Notification deleting the "Hawaii only" text I can do so ... hope that I don't but can 
send electronically if you need?? 

Thanks for your help and! apologize again for any misunderstanding. 

Regards, 

Chris 

From: Dively, Chris 
Sent: Friday, July 27, 2012 1:32PM 

file:/ /C :\Documents and Settings\sccrrcii\Local Sctti ngs\ Temp\notes87944B\~web 1223 .htm 713!12012 
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Page 2 of2 

To: 'Susanne Cerrelli' 
Subject: RE: 70051-108 Copy of notification 

Hi Susanne, 
This is the final print label for Double Nickel incorporating the" Not For Use in California" with asteriks text, but we 
have deleted the reference to Hawaii only for Coffee. This text was not on the EPA stamped label and it is now the 
commercial label that we have on product in channels of trade. Rather than change, we hav_e just stuck with the same 

text as on the stamped label. 

Please let me know if you need anything from me such as a letter stating that we would like to delete the Hawaii only 
text in the previous Notification request, or can we not use this text anyway because it is not on the stamped label? I 
am hoping that we can just do this electronically. 

Thanks for your answer and I apologize ...... wasn't aware of the change back to the original label text for the coffee 

entry. 

Regards and have a good week-end. 

From: Susanne Cerrell i [m<l_iltQ_: __ Qe_r_c~!ti ,_S_LJsa_nn~_@_~p_C;JJD_Cl_i_L~pa_. gq_v] 
Sent: Friday, July 27, 2012 9:00AM 
To: Dively, Chris 
Subject: Fw: 70051-108 Copy of notification 

Here is a copy of what you requested a while ago. 

Regards, 

Susanne Cerrel!i 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511 P) 

703-308-8077(w) 
--·· Forwarded by St1san 

Please open the attached document. This document was digitally sent to you using an HP 

Digital Sending device. (See attachedfile: [Untitled].pdf) 

file ://C:\Documents and Settings\scerrell\Local Settings\ Temp\notes87944B\-wcb 1223 .htm 7/31/2012 
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DoubleNickei55TM 
Water Dispersible Granular Biofungicide 

Ol 
c: ·-.r;Cll ..... ..o~ 

"i !i~ 
OMRI'" ··-···· "',...,_"""""""'""""'" 

""'''# FOR ORGANIC PRODUCTION 

Ac!lue Ingredient 
Bacillus amyfoliquefaeien:; strain 0747".. 25,0% 

Net Contents: 5 Pounds 
EPA Reg. No. 70051-108 
EPA Est. No. 70051-CA-Q01 

111'0 .... 
ClJQll 

O!h~r Ingredients:. 75.0% ·- ... - o.= 0-ClJ:::> Total . . . • . . . . . . . . . . . . . . . . . . . . . . . . 100.0% Lot No: 
•contains a minimum of 5><10'0 colony-forming unils (cfu) per gram 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

FIRST AID· Agricultural Use 
If ln eyes: Held eyes open and rinse slowly and gen~y witli water 
for !5-20 minutes. Remoue contact lenses, if present, alter the 
fir~! 5 minutes, then continue rinsing eye. Call a poison control 
center or doctor for treatment ad\J1ce. 

If on skin: '!like off contaminated clothing. Rinse skin with plenty 
of water for t5·20 minute~. Call a poison control center or do~tor -

1 for treatment aduice. . 
If inhaled: Moue person to fresh air. If person is not breathing, call 
911 or an ambulance, tl-len giue artificial respiration. preferably 
mcuth·to.mouth If possible. Call a polson control center or doctor 
for further treatment aduice. 

Haue the product label with you when calling a poison control 
centerordoctor. · 

Hot Line No.: t-800-255-3g24 for additional information 

PRECAUTIONARY STATEMENTS -Agricultural Use 
HAZARDS TO HUMANS & DOMESTIC ANIMALS 
CAUTION: Causes moderate eye irritation. Prolonged or trequenUy 
repeated skin contact may cause allergic reactions tn some 
indiuiduals.Avoid contact with eyes or clothing. Auoid breathing spray 
mist. Wash thoroughly wi(h soap and waterafler handling and before 
eating, dlin~ing, chewing gum, using tobacco or using the toilet. 

PERSONAL PROTECTIVE EQUIPMENT (PPE) 
Applicators and ot'Jer handlers must wear. 

Long·sleeved shirt ;nd long pants 
• Waterproot gloves 
• Shoe~ plu~ socks 
Mixernoaders and applicators must wear a dust/mist filtering 
respirator mseting NIOSH standards of at least N-95, R-95, orP-g5_ 
Repeated exposure to high concen!r~lions of microbial proteins can 
cause allergic sensitization. Follow manufacturer's instruCtions for 
cle~ning and maintaining PPE. If nc instructions are available. 
use dll\ergent and hot water for washables. Keep and wash PPE 
separately frcrn other laundry. 

Wnen handlers use dosed systems, enclosed cabs. or aircraft in 
a manner that meets requirements li~ted iri the V\!orker Protection 
StandarP (VV?S) for agricultural pesticides, the handler PPE 
requirements may bl! reduced or modifmd as specified in the WPS. 

602ll3 Ooo~I,Nicko! 55 Sa.c imld 1 

Manufa.ctured'by: 
Certis USA, L.L.C. 
9145 Guilford Rd, Suite 175 
Cotumbta. MD 21046 

Eu~ ou 
u< 

1!- .. w ~ CERTIS 
' 

USER SAFETY RECOMMENDA TlONS 
Users ~hould: 

Remove clothing/PPE immediately if pesticides 11et inside. 
Than wash thoroughly and put on clean clothing. 
Remoue PPE immediately after handling this producl 11\ksh 
the outoide of gloues before removing. As soon as possible, 
wash thoroughly and change into cleen clothing. 

ENVIRONMENTAL HAZARDS-Agricultural Use 
Do not apply directly to water or to areas where suffilce water is 
presen~ or to intertidal areas b~ow the mean high water mark. Oo 
not contaminate water when disposing ot equipment washwaters or 
rinsats. Oo not apply when weather conditions favor drift or runoff 
from treated areas. 

GENERAL INFORMATION 
Double Nickel 55 is a broad-spectrum preuentaUve biofungicida for 
wntrol or suppression of fungal and bactertal plant.diseases. The 
actiue ingredient of Double Nickel 55 is a naturally occurring strain 
(074 7) of the bsneflciel rhli:obacterium Bacillus ~myfo!iquefaciens, 
whtch colonizes rO<lts, leaues, and other plant surfaces. 0747 r.ipidly 
colonll:es plant root hairs, laaues, and other surfaces, preventing 
establishment of disease-causing fungi and bacteria. 

Double Nickel 55 can be applied alone or in combination and!or 
rotation with chemic.2l fungicides as a tool for Integrated disease 
management in agricultural crops, ornamental and nursery plants, 
and turfgrass, in accordance lvith the most restrictiue of!hose label 
limitations and precautions. Oouble Nickel 55 offers a uatuable tool 
fer management of resistance to chemical fungictcles through its 
multiple and unique modes of action. 

Double Nickel 55 can be applied up to and including tile day of 
harvest · 

DIRECTIONS FOR USE 
1t is a violaticn of Federal law to use this product in a manner 
inconsistent with fts tabelir.g. For any requirements specifoc to your 
State or Tnbe, consult the State or Tribal Agency responsible for 
pesticide regulation. Oo not apply this p:oduct in a way (hat will 
contact wcrkers or other persons. eith!!r directly or through drift. 
Only p!o!ected handlers may be in the area during appli~ation. 

&1131!2 2:SS?M I 
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AGRICULTURAL USE REQUIREMENTS 
Une this product only in accordance with its labeling and with 
the Worker Protection Standard 40 CFR Part \70. This standard 
contains requirements for the protection of agricultural wOrkers 
on farms. forests. nurseries, and greenhouses and handlers 
of agricultural pes~cides. I! contains requirements for training, 
decantamina~ion, notification, and emergency a~sistancc. lt also 
contains specific instrucUons and excep!ior.s ·pertaining to the 
statements on this label_ about personal protective equipment 
(PPE), and restricted entry intervals. The requirements in this box 
only apply to uses of this product th~t are covered by the Worker 
Protection Star.dard. 
Oo r.o! enter or allow worker entry in~o !rested areas during the 
restriCled entry interval (REI) of 4 hours. 
PPE required for early entry to treated areas !hat is permitted 
under the Worker Protection Standard and th~\ involves contact 
wilh anything that has been treated, si.!Ch as plants, soil or water 
is: cov~r-alls, waterproof gloves, shoes plus socks. 
Exception: If tho product is soil injected or soillncorpora!ad, !he 
Worker Protection Standard, under cert~in circumstances, allows 
workers to enter the treated area if there will he no contact with 
anytliing !hal has been treated. 

NON-AGRICULTURAL USE REQUIREMENTS 
~h~ requirements in !his box apply to usas of !his product that 
are NOT within \he scope of the \Norker Protection· Standard 
·fur agricultwal pesticides (40 CFR Part 170). The WPS applies 
When this product is used to produce agricultural plants on farms. 
forests, nurseries, or greenhouses. Keep unprotected per~ons 
out of treated areas until sprays have dried. 

MIXING AND HANDLING INSTRUCTIONS 
Mix the required amount of Double Nick~l SS in cool water with 
sufficient agitaticn to maintain a uniform suspension In the spray 
or mbdng tank. Tank should be clear.ad prior to use. Do not use 
highly alkaline or highly acidic water to mix sprays. Use a buffering 
agent if n~cessary to mainlain neutr;;.!ity (pH 6 to 8) of water in !h~ 
tank. Mairitain agitation during application. Apply immediately al'ler 
mixing: do not allow spray mix to stand overnight. 

APPLICATION METHOOS 
Ground: Doubl!l Nickel 55 can he applied In most commonly-used 
ground application equipment. such as tractor-mounted boom, 
airblasL high cleo ranee, hose-end. backpack. and other pre~Surized 
sprayers; hose-end or hand-held sprayers: fuggers or mist blowers; 
water wheel and oti"ier drencli applicators; and shank or other soil 
injection method. 
Aerial: Double Nickel 55 can be applied by fiXed or rotary winged 
aircraft in a minimum of 3 gallons of water per acre. Standard 
precautions Should be taken to minimize spray drift. 
Chamigation: Oouhla Nickel 55 can he applied through drip (trickle) 
and sprinkler type irrigation equipmenL Refer to !ha section entitled 
"Chemigalion Instructions• for detailed instructions. 

Agricultural crops 

CRees DiSEASES'PATHOGENS 
(See footnotes for additional infomation) 

Vegetables an:! mat= 

B=sica Vllg!l:a!:>es Pin rol complex (AtlemaJia!,>(anlhomor.;s}' 
sucll ~shrcccoli, Leat spots (Aft~maria spp., XanJhomona~ spp.J 
cabbage, cauliflower, Downy mildew (Peronospora Sf=:ll.) 
flrussels sprouls, Powdery midew (Eiisyphs polygom) 
~oh!ril'lli, and o\her "Dampir_g off," see~iing blights, ~nd rool or 
co:e crops. uo11n diseases caussd hy P;1hium, Rhizoc!or,ilf, 

Fusarium, Phj1oph!hora, or Verticiltium• Sf=:ll. (see 
instructions below tcr 'Soil applicotion"). 

(cor.tirned) 
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CROPS 
DISEASEStPA THOGENS I 
(See footnotes for addilloMI inform~!ion) 

Vegetables and melons (con linued) 

Bulb v~ge!~hles 8otr;1is spp. (oock ro~ le~t h:ight) 
.such as onloM. Pwpl!! hlo:cll (A~eman·a spp.) 
garl1c. shal!ots, and Downy mildew (Peronospora spp.) 
olhers. PowCery mildew (Erisypha spp.) 

Rus•. (Puocinia pon)' 
'Damping eft' seediing hOghts, an~ root cr 

crown diseases coused by Pythium, RtJzoctonia, 
Fusarium, Phytophthoro, or Verffd,"um• spp. (see 
inslruc!i011s below for 'Soil applicalion'), 

Cucurhits f'owdery milde~r(Etisyphe ~r.d Spha~rolheca spp.] 
si.ICil as C'Jcum- Oowny mi!dew (Psei.dcperorDSpora spp.) 
bl.irs. squash (all Gummy stem blight (Oidymetla bryoniae artd Phomo 
types]. cantaloupes, cucurhitaca~rum) 
muskmelons, watar- See instructions below for 'Soil appO~alion' ag~inst 
melons. and other the tal lowing diseases: 
melons. Vine decline (Mo,1ooporoscus connonhaltusr 

Chorcoal rot {Macrophominaph~saolij" 
'O<:mping off." seedling blights. ar1d root c; crO"IIn 

diseases caused by Pyt/liu;n FWzoctcnio, 
Fusarium, Phytaphlhora, or Vetticitlium' spp. 

rrulting vegetahiG$ Bacia rial spot (Xenlhomon~s s~p.)'' 
such as lomaloes. . BacteMal speck (Pse~mOilaS syringoE pv. tomalol" 
peppers, eggplant, Gray mold (Bolr;1i~ cinema) 
!omalil!o, c~ra, ar1d Powdery mi!deVI" (Leveitt~la, Oirfiopsis, Erisyphe, 
othms. and S.ohagrotheca spp.) 

Earl)' Mgh! (Atlem~Jia so/ani)' 
L~te blight (Phyloplrthora Jnfeslans}' 
See instructio.1S below tor 'So11 appicstion" agoin;t 

the foaowir.g disease;: 
·oamptng off," seedling bfighls, ilnd rcot a; 
crown diseases causad by Pytt.ium, RhizcC:onia. 
Fvsarium, Phytophlhor;;., ot VMicr1tium• spp. 

southern blight (Sderotium rolfsiir and~ 

Leafy Vllljetables Downy mild~w (Bremiataclucae, Peronospo!<l spp.)' 
si.ICh as head and Po\\dery m~dew (Golovinomyce~ (Etisyphe} 
le:;t lettuCI!. celf;rf, cichoramarurr~~• 
sptnacll, r~dicc.'l!o, Bacterialh[jgh!s 
al\lgula, walercress, Head ilnd le2! drop ( Sclerotinia se:p.)l 
a1d others (includ- Pink rot (Sclarolinia sclerolion.rrr\1' 
ing :eary Brassica Leaf spots (Cercosporo spp.) 
vegetables sucll as See L1olmc:ionshelowfor'Soil af=:Piicatlon" aga'nSI 
mustard er\d collard lh3 t<JIIowing diseases: 
greens, kala, OOk "Damping off,' sEsd!illg blighls, and root or crown 
cll:li,Mdrelatl!d diseases caused by Pythium, Rhizcct<Jnio, 
cro~). Fus3riwn,' Phytophthora, or \ferlic:l~·um• sp~. 

Boltom rot (Rhizoctonia so/ani] 

Legume v~gotahles IMlite mo!d (Sclerol'nia sclerolion.rmfl 
succulent and drled Gray mold (Bolrylis cinerea} 
heoos and psas Pa"'dery mildew ( M'crospha."'<l a\;'fusaJ . 
such as 9feen, snap, Ru5!o', including Uromyces appendicutatus. 
~hell, and LUna Puccinia ~PP-. and Asian soyhnan rust 
beans, garbanzo (Phayospom ·pachy!hizij ' 
hi08~s. chickpeas, 'D3mp'rlg ctt," seedlin;; h!;ghts, and root or 
soybeans, dry crown Ci~ea;es caused by Pytf:ium, Rhizoclonia, 
beans, peas, spl.it FuS<Jn·um, Phy!oph!I;Q{ll, or VstliciiNum• spp. (see 
pe~s. len!i~s. ar.:j instwclicns below for 'Sol app~cal'on'). 
otll~r legumes. 

(corlmued) 
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CROPS DISEASESJPATHOGENS 
(See footnotes lor additional Information) CROPS DISEASES/PATHOGENS 

(See footnotes tor additional informal ton) 

Vegetables ar.d m~lons (conlirrued) Dtherlruits 

Roof, tuber, and Black roo~crown rot(A.~emaria spp.) Strawberry Powdery mildew (Spllaemtheca maculoris, 
corm vegetables 8actmialleo/ b~~hl (Xanthomonas campestn's) Eriswne spp.)"ll 
such as poruto, Downy. mildew (Pemnoopora spp.) Gray mold (&lrylis cirlere~)'" 
sweet poloto, carro~ Pow del)' mildew (Erisypha spp.) An\hracnose (COI!etotnCilum acutolum) 
~ss~va, beals. Gray mold (Sotryffs <pp.) Angu',ar leo! spor (Xanthomonos Jragarl~e)' 
ginger, radish, horse· 1\.tlila mold(St:kmli'lia s~il.!ro!ilrum)r For the /oilowing dise~se~ se~ ii!Siructions 
radishn, gOnseng, Black leg ~clerial soft rot (EMirVa cBrolovoro)"" below lor"Soil epplic~lion" (~nd also root dip 
rurnip, and olher Early b.Oght (Alleman· a so!am)' instructionsn): 
mol, Iuber end OJrm . Lole blight (Phytophtholil inJestans)" "Damping off ar.d root or crown disfases caused 
crops. See lnstrucltoi!S he low for' Soil app~::atioo' againsl by Rhiloclonia, Fusarium, P.;lhivm, Phytophthoro, 

\he lollawi119 disaasf:: and/or Verlicimum• spp. 
Black scurl (RrJzoctooia sotamJ Charcoal rot (IAacrophomirra phaoeor.nar 
Cavily spol (P]ri'llium spp.) 

'Dompir.g off,' seediing blights, ond roo I co crown 
diseases caused by Py/hi(J!IJ, Rhizoclonia, 
Fusarium, PhylophlhM, or Verticlllium• spp. 

O!hervegeiables Botrytis spp. 

Berries, inci<K)jng Mummy beny (Monliinia vaccinri-wrymbosi)' 
bl~beny, black- Boll)'lis blight (Bolrylis cinerea) 
beny, ra;;pberry, Bacterial can~er (Pseudomonas spp.)ll 
to gallberry, hockls- Anthracnose lru~ rot (CoUetolrichum acufatum)~ 
berry, goosebelfY, 

such a> sweet com, R~ls (PucdrVa spp.) elderberry, cranbeny 
popcorn, as par~· White mold (Sclemlirlia sct~rotiorum)r (nor;-flaoded fields), 
f".'S,peai\!J/, and Leal spots (CercoSJJQro and Carcospolidium spp.)' currant, and other 
watercress "Damping off,' saedling bligr.ts, and root co terWs 

crown diseases caused by Pythium, Rhizm:tonia, 
Fusanum. Phyloplllhora, or Veiliciilum• spp. (see 
insllucliom below lor 'Soil app~carion'). 

Grapes Fowdel)·mlldew (EnS_yphe (formerly U11Cinula) 
Ulclud' ng wlne necator)'' 
gmpes, la~le grapes. Gray mold (Bo/rytis cinore;ps 

Tr~e lru~S and nuts and raisins Sour rot compte~" 

Citrus AllemDria lent spol (Attemon"aMem~la) 
such as orar.ge, l!lm- Posfulocm fruit drop (Collelolr!Cfx.rm aCI!trdum)' 
on, lime, gra~elruil, Greosy spol (Mycospll~erel!a cirri)" 

Downy mi!dew (Piasmoplll<l Ui/icoia)' 

' 
PhomopSi$ (Phomopsisvilicolo)" 
E<typa (Eu!ypa f~ta)'1 

rangeline (malldarin). C~rus canker {Xanthomonas Cllmpestris pv. eJ'IrrJ' Tropical lrults Anthracnose (Coilatolridlum spp.) 
!angelo, pummelo, Scab (Ersinoe fawcelli)'' such as ovoeildo". Scab (Sphaceroma ~rsao9) 
and olhsr citrus Melunose (Diaporlhe ol~· mango", p~poya". Sacteri~l canker (Xanthomonas c~mpe.tn"s) 

Pom~lrutts Fowdery mild~w (Podosphaera teucotricha)' 
such as ~pple, pe!r, Scab (Venturia spp.)" 

pineapple". banena, Sigotoka (Mycosmooretra nPensis)l' 
plonlain. and others. 

cnboppte, quillce. F~sped (Zygoph'a Ia jamaicmsis)'"" Other Crop!i 
andolhers Sooly blnlch disease complex'~ 

Brooks spol (Mycosphaerettapomrr 
Bot rot/While rol (Bolryo>plli>eria dolhitfeaf""' 
Billerror (Collelolricllum spp.)' 
Ceder appl~ rusr (Gymnooporongium 

juniperi-virginlanae)"" 
fire blighl (Ef\l!inie emyfovorn)'' 

Herbs and spices P(]Ndery miOdews (Oidium spp. end o\hers) 
s..ch os bas~. thyme, Downy m1daws (Peronospora ~PP- and others)' 
cOriandE<. dill, cilan- Dampi11Q off diseases (RillzoclorVo, Pylh!um, 
:ro, parsley, mint, Altemarie, and Fusan"um spp.) 
or.dolhers. Leal spots (Aiteman"a, Sep!oria, Co~elotn'chum, and 

Cercospora spp.)' 
Saclertai diseases (Erwinia, Xanthomona~, and 

Stone fruils Powdary mildew (Sphaerolheca and P$eudonwnes sw.J 
suchasal)fiCol, Podowheera spp.)'' Rusts (PuccirVa spp. Md others) 
cherry, nectariM, Baereriat can~er (Pseudomonas spp.) "Damping off" and mol or crown dise~ses coo£ed by 
peoch, plum, prune. Brownrol blossom blight (Mcrrirrnia texo)' Rhizoctonia, l'u$atium, Pythium, Phytoph/hcrn, 
pluol, am:! clhers Brown mr (MonllirVa froctico/fl)'"' ~ ndlor Verlidllium• app. (se~ ii!Slluclions below 

Gray mo!d (gotrylis cinerBa)" lor"Soil application'), 
Peach l~al ctJrl (Taphn"na deformans) 
gactertolleal spot (Xanlhcmonas arbico!a pv. pruni)' 
Rusty s~or (Podosphaero ter.rcorn·cha)' 

Coffee Coffee berry di;eese (Cotietoln'cllum co{feanum)' 
Coffee rJsr- (Hem~eia vest~lrix)' 
Anlhr~cnoM (CoUetotn"dlum spp.) 

Tree nuts Walnut bllghl (Xenlhomo~ascompe.tris)" Sotryffs /lower b~ghl 
such as atmond, An\hracnose (Cotletoliichum ilctJia!um)" Cercospora lea/ spot•• ond beny blotch .. 
pls/ac/;io, pecan, Bacterial canker (Pseudomonas syriflgae) "Damping off' ~nd reo I or crown disea~s caused by 
wob-.l.1,frlbert. Sho~ hole (V.flsonomyres carpopMus)' RhizPCtonia, F~sorium, Pythium, Phytophlhora, 
hazehut. chesrnu\, Brcwn ror (Moni/inla spp.)' andtor Verlicll/tum• spp. (see ii!Slruclioi!S be!Qw 

' m~cadamia.-and Pecan sc~b (Ctadosprium c~ryigenum)"'ond" lor"Soilsppfication"). 
o/ller tree nuts. (conllnuad) 
Pomegranates Leal ar.d truil spots ( Cercospor<l, Glorrosporium and 

Pesla1o!ia spp.)1 
Fruit rO'.s (AIIem;ria, aotrytis, and clher spp.)" 
Po-wdery mildew (Sph;erolheca p~nnosa) 
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CROPS 
DISEASES/PATHOGENS 
(Se~ footnotes for additiooal intormation) 

Other fruits (conffnued} 

Tobacoo Angular leaf spot (Pseudom011ss spp.) 
Anthracnose (Collsfofrichum a"ld Gfomer~ta spp.) 
Blue mold ord~;N~rry mldew (Peronospora spp.)' 
Brown spot (Aftemeria) 
Bam spot! frog eye teat spot (Cerrrosporo ricob'anae) ~ 
Co ncr rot (Sc!eroffnia s'cero!"orumjl 
Gray mold (Bofryfis cinerea} 
Powdery mildew (EtySJ"phe cichorocearum) 
Target spot (Rhizocfrilia so/ani) · 
See tnslructions below for 'Soil application' against 

lhe followirlf) c!"ISeases: 

I 
'Damping off." seedling blights. and root cr 
crown diseases caused by Pyfhium Rhizoctcnio, 
Fusan·um, D(llidium, Phytophthora. or· 

• Verticffh"um• spp. 
Charcoal rot (Macrop/',)mina phaseo6na) 
Btac'< root rot (Thie'iilviopsis baoicolaJ 
Blac'< shallk (Phytcphihora spp.)' 
Soothem blightlscuthem &em rei (Sderotium roffs"J" 

Mint Rust (Puccinia spp.) 

Hop> Powdary mildew (Sphaerolheca maculoris)l' 

Foo\llotes: 
'Suppression only; fer improved r.:<Jntrol mix cr relate wiU1 chemical tungicide 
approved for such use. ~NOT FOR USE IN CAUFORNtA 

' Tank mix or rotate with copper-bas~d fl."l1gicides ot laMI rates tor improved 
con~ol. 

' Apply at or imme-dial ely following planting (but betore aiant emergence) as 
a banded soediL1~ treatment 4 to 6 inchss wide. Mako second applicaflr11 
at thimil1g or cullhtatiril ln sufficie/11 water and mu1ip1e n=les to ensure 
thorm.'gh coveroge ot lowar leaves and surroonding sol! surface. lneorpo-
ration vrith ~ght iniga!ion a~er applicailon may improve disease 00'11rol. 
Repeat at to-14 day i111ervats if cond"rticns prcmotlng disease perslsl 

' F<X greasy spot suppressi011, apply at fust new fo~ar ftllsh and repeal w~h 
each 111!w flush. TanK mix w~h spray o~ or copper based tmgicide at 1~-
beled rates. 

• For •~ppress'-on of citrus scab, start appicaU011s nt flrst r.ew folinge flush 
and repeat st petal ram and when truil are 't\ inch tn diameter. 

' Ma~e tirsl ap~licaUon at or before tight duster it COildi~ons tavc:r disease 
development. Repeat st 7-10 day 11tervat~ through the second cover spray 
or longer on S\Jsceptible varieties or ff environmenlal W1dijfons favor rapid 
dis~ase development. 

0 Begin 2pplieotions befcre blcom when environmental cond~ions favor d"IS-
ease development, repeati119 at 7 to 14 day intervals or as needed. Control 
may be enhanced by addition of a surfactant to improoe spray coverage. 
Use only surfaclanls krlOWn to ba safa for use on th!l crop !llld tor which 
such use is alowed. 

r Rotate with anlibiolic.s registered tor ~ra b~ghl conlrol for imprOI'ed perter· 
ma11~e. Begin app~cations at t-5% open blossoms and repeat every 3-7 
days as necessary until petal fal, when il1tervals can be incre2sed to 7 
day~. Dooble Nickel 55 can atso be used il1 summer ·cover sproy' appt:ca-
tiCfls to control the oheot bight phese ot ~re bUght and wmmer dlseases. 
Can be mi~ed w1lh copper lu1gick2s to improvn conlrcl. 

• Make fir!;\ apptica~ic-'1 ~l popcorn stage a11d repeat every 7 days . 

• Start applyillg at ear1y btaom >'.age and repeat euery 7 days through petal 
tall. 

" Pre-harvest app!icaliOils i~ sufficient water lo cover fruit or other harvested 
plant per.s may improve contrcl or poslhorve:;t "lrlfeclicns. 

I' Begin a.aplicatiom at or betore pis~llsta bloom, repeating eve~ 7- tO days. 
Apply befora rainJol if possitlle, and tank mix or rotate With a oopper-bused 
bactericide registered tor such use tor improved control. 

•r Start applicaHoM al or just before flowering and repeat eUery 7 ·10 days as 
needed through harvest. 

(continued) 

' 

Foo\llotes: (continued) 
" Apply before ta1 raiM 2nd again duril1g dormancy before sp.-ing growth. 
" Start applicatiorn; when new shcots (U"e 1-\ to 11-\ inches loog. Repeat~~ 3-5 

inches, g. to inches, and then at 7 ·to day il1tervals urnil disense condi~ons 
rlOIOilger exist. 

11 Apply at bloom, before bunch c!osu:e, at verais011, and before harvest. 
"Aj:plywhen s'loots are )>Ito t iru.:!llong and againwhan 6-8 inches long. 
n Mix2 ri.Jid oon:es Double Ntc>:.et 55 per galfon ot w~ter ond apply to prun-

ingwO\Jnds. 
"Apply at budbfeak and repeat co 14·21 day interval as 11eeded \hroi.Jgh 

harvest 
"Apply at !owerir.g a1d rapeat 011 t4-2t day interval as needed through 

harvest 
"Apply at r~ot appeara;ice of leaves ~nd repeal at 7-21 day 1111erval~ as 

naeded, in sufficient water to obtain thorough coverage offo~age. TanK mi~ 
witt1 spray oil c:r other reg~tered fungicides tor improved COiltrol. 

"Mix 6 to to fiuid ounces Oouble Nickel 55 per tfrJ gaUoos of wa:t.r and 
~pply in miniinum ot 20 gallons per acre trom emergence to training. 5ll 
gallo:1S per acre from baining to wire, and tOO gzl'l.lns por acre from wire 
touch through harvest 

» For treatment of horsoradi:;h or strawberry reels immedt!tety beJore tmns
planting: immerse bare roots (indi'fid1.13lty Of in bunches) tor tO secands in 
a suspension oft to2 p[nts DClible Nickel 55 perg~no~ ofwa\er. 

Foliar application: For control of diseases on foliage, flowers, 
frult, or other above-ground p3rts of plants: Mix Double Nickel 55 
in water and ~pply as a spray at a rate of 0.25 to 3 pounds per 
acre in ~utflcien! waler to achieve thdrough coveroge of the crop 
canopy vrith minimal rvnoff. Begin applications at crop emergence. 
transpl~nting, or when conditions are conducive to development of 
disease. Repeat 2pplication every 7 to 10 days, or as needed, for 
a~ tong as conditions favor disease development. Lower rates (0.25 
to t pound per acre) may be applied under light dis~ase pressure. 
to smaller (e.g. newly-emerged} plants, or wl'.an Double Nickel 55 
is used in a tank mix with ether funQiCides whose labels allow 
such use. Under moderate to ~evere disease pressura, or when 
environmental conditions and plant stage are conducive to repid 
disease dsvelopment, use higher label rates ( t to 3 pounds per 
acre), apply mere frequantly (every 3 to 7 days), and mix or rotate 
Double Nickel 55"with other fungicides for improved perform~ nee. 
Soil application: For control of soilborne disea~es infecting 
seeds, seedlings, roots, crown, stems, or other planl parts 
below ground or in contact with soil: Apply Double Nickel 55 at 
0.125 to 1 pound per acre. Mix the required amount in suflicillnt 
water to apply by one of the following methods: 

• ·Soil drench applied to transptar,ts in flats or pots in the greenhouse 
or nursery any time prier to transplanting (see addilional drench 
instruction~ undar 'Nurseries, greenhouses, ~hade houses, and 
ornamental plants• below), 

• Soil drench at tronsplanting, u~ing a "water wheel" i~iector. spray 
no:u:teslhoses, or other method to drench each root ball and/or 
planting hole. 

• Soil or se!!dline drench, or banded spray (in.furrowJ et planting. 
See the section on 'Banded (in-rurrow) application' balow for 
additionall;"~s\fuclions. 

Follow.up (post-planting) preventative applications can be made 
every 2-4 weeks by one or more of the following methods. if needed: 
• Drip (trickle) or any typa of sprinkler irrigaticn, any time after 

planting or transplanting. See Chemigation Instruction~ tor 
additional information. 

• Spray directly onto the soil surface andror lower plant parts. If 
targeting root disease. follow immediately with sufficient overhaad 
sprinkler irrigation to move Double Nickel 55 to the root z011e. 

•Injection directly into the rooting zone using shanks or simii"ar 
equipment. 

Lower rates (0. t25 to 0.5 pou;1ds per acre) may be applied under 
Fght dis~e pressure. to smaller plants. or when Double Nickel 55 
is uaed in a tank mix with other fungi:)ides whose labels allow 
such use. Under moderate to severe disease pressure, or When 
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environmental conditions and plant ~tago are conducive to rapid 
di~ease development, use higher label rates (O.S to f pound per 
acre), apply more 1requenUy {every 2 weeks). and mix or rotate 
Double Nickel 55 with other fungicides. for improved performance. 

Banded {in-1urrow) application: Use the table below to determine 
the correct application rate of Double Nickel 55 per 1,000 row1eet, 
based on row spacing and desired rate per acre. Mix the required 

amount of Double Nickel 55 In water and appry as b~nded spray {4" 
to 6' wide} or seedline drench centered over the planting furrow. 
Apply directly over seeds in the 1urrow just before they are covered 
with soil. The volume oiwaler required per acre or per f,ooo row1eet 
will depend on the application equipment used. Consutt your local 
cooperative extension service tf you need as~istance calibrating 
band sprayi~g equipment. 

Rates tor band~d (in-furrow) applicaiion: Find desired application rate in the left column. Read across that line to the correct row spacing 
indicated at the top to ~nd the number of ounces {dry) per 1,000 rcw1eet that will provide the desired applic~tion rate per acre. To convart to 
level teaspoons, multiply the number of ounce~ by 8 2 For lev& I tablespoon!, mul;iply the number of ounces by 2 75 

Rate/acre Space between rows {inchn) 

(pounds) _1_2· 14 .·:16·-.-'i 1a 20 22 -2~:.~-, 26 21! __ , 30 -·3;< -. 34 36",, 38 /~4o:} 

0.25 "o:r_'. O.f ).0:-1 O.f 0.2' 0.2 ::.o,_? :', 0.2 ·.)l,i; .. 0.2 --. .'0.2 o.3 :·.:,o)_.' 0.3 ;\ i).3f 

! 0.75 

11.0 

1.2~ 

1.5 

1.75 

2.2S 

,.5 

2.75 

3.0 

''0.2 ·-

,., p,-!-
.-~~o.s· .:= 

::;.0:6,~.~ 

;c_:·o:e :-;; 

/:;_o;·s_: .) 
"·',o':~ -~-

0., 

0.3 

OA 
0.5 

0.3 

0.7 

o.a 
f.O 
u 
fa 
f.3 

:: .. 9A. ~ 
:--:o·.s·---·' 

'-"-0:6.'·) 

~:: .. o:?; ._; 
;:.;_o:ii' 

I.JH. 

I~ 

0.3 

OA 
0.6 

0.7 

o.a 
1.0 

1., 

fA 

1.5 

f.7 

-~~o:~: -~: 
~:c,_-a:"' 

·>~6._s_~ :_; 
.-: 1.. -r:~;_ 

:i:.i"_; 
·,· __ f.s':,":• 

0.3 

0.5 

0.7 

o.e 
1.0 

12 

1.3 

1..5 

f.7 

·-:p}"'~; 
-;:~-o~ii .. , 
_,.;_fj{;-· 
·,:~t.f:-~ 

:Xf)/J 
W-frj_::; 

Nurseries, greenhouses, shadehouses, and ornamental plants 
Spray application: Mix 0.25 to 3 pounds of Double Nickel 55 per 
100 gallons of water and apply as a1oliar spray of sufficient volume 
to wet u·,e entire plant with minimal runoff. Begin preventative 
applications at p!anl emergence snd rep'eat every 3-2a day~ as 
need'ed {every 3-7 days if di.oease pre~sure i~ high or environment~! 
conditions are highly favorable to disease outbreak, 10-26-days 
under low pressure or l~ss conducive conditions). 

Dmnch application: Mix O.f25 to 2 pounds of Double Nickel 55 
per 100 gallons oi water and apPly as a drench or coarse spray 
to soil or oth~r growing media in pels, fiats, plugs, trays, or planting 
bedt;, 1or control or suppression of ~oilbome diseases of seedlings, 
cuttings, bedding p!ants. and tr.msplants (including vegetables 
and other transpiented food crops). Make fl!'st application at or 
immediately before seeding, sticking, germination, or transplanting. 
Repeat app~cation& every 14-2a days as needed. Transplant~ 
can be treated immediate[)' before transplanting into ~eld soils to 
protect against damping-off and other diseases that reduca plant 
est~bllshment. 

Cutting or root dip: Dip basal end o{ cuttings or b~re roots 
(individually or in bunchas) in a suspension oi 1 to 2 pounds of 
Double Nickel 55 per gallon oi water. Immerse for 5-fO seconds 
immediately before planting. 

Chemigatlon: Mix o. f25 to 2 pounds of Doublo Nickel 55 IJ{lr 100 
gallons oi water and uppiy via drip, handheld, or sprinkler irrigation 
systems. Refer to "Chemigation lnstructions'1or more del.<!-ils. 

I $0283 OoeOioNic<oi5S S~oo.hoo 

OA 0.5 0.3 

0.3 0.3 0.3 
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-·u:: 
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,.f 
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. 
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f.7 1':~'0<~--- ,' 
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· :~R9F~(l!SE .?('iif·:· :·p,ISEASESil?A'f8QGEN5_.: ·-:':~{-~Y-~:,~-'>'V:}!,:i;{,~, 
Indoor, outdoor. and Powdery mildews caused by En'syphe, 
shad~- cr olher cov· Podosphaera, Sphaerot/l&ca, Oidium, and 
er-grown omamenl~l Go.'ovinomyces spp,) 
~ees an~ sllrubs, Anlhracn~ss (Co~etotrichum spp.) 
fiowering pants, foli- aacteriallsal spots caused by frllfnla, 
age plants, tropical Pseudomonas, end Xanthomonas spp. 
planls, polled pants, Oamping-o~ disease {Rhizoclonia, Pyt/lium, 
polled or cui tlowa-s, Fusarium spp.) 
bedding plants, Lale blight blackeye, and root rots caus!!d by 
toreslry seedlings, Phylophibora spp. 
conffer production Gray rr.o!d and brrghl caused by &i!rylis cinr;rea 
fer retcrestatioo, 11\Jit a tack root rot {As~rgfflus spp.) 
~ees, vegetables a lack spot ot rosas (Oip!o:.arpon ros2a) 
ar.d other crops Dov.ny mildew {P.,ronospclli spp.) 
grown in greenhous- Leal sp-ots ceused by A~emarie, Septoria, 
es or ruseries. Cerccspolli, frlfomosporium, Helminthosporium, 

and Myrothecium spp.) 
Rust {Puccinia spp.) 
Scab {Ventutia spp.) 
Root rot bollcmral, orslem rot caused by 

Rhizoctonia sofani 
ScJerotinia bUghl 
Fusarium wi~s 
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Turfgrass application: For contrcl of fcliar diseases, apply Double 
Nickel 55 at 0.5 to 1 ounce per 1,000 square feet as a ground
directed 5pray in suffident water to provide thorough coverage. To 
control root and crowt1 diseases in or on L'le soil, immediately follow 
the spray with sufficient overhead sprinkler irrigation to move the 
product into the root ~cne. 

Turf, sed, lawns, golf course An!hracr.os~ (Colletolrichum grominicola) 
(fairways, rough;, greens, Brown patch (Rhizoctama so/ani) 
tees), grass sef!d prodllction Ootlar spot (\.!nzia Md Moell!rodiscus spp .. 
Including but not timi\ed roime~y Sclerolinia homeocarpa) 
to: SD..Jegr~s>, 8en[9rass, Powdery mildew (Erisyph~ graminis} 
Sermudagrass (common & Ru!I\(PI!cciniaspp.) 
hybrid), Oichondia, Fescue, Gray le~f spot (PyliCJ.Jimia grisea) 
Orchardgrass. PDa 2nnua, Sl. 'Damping off' or seeding blighl.'l c:Jused 
AUgus\fle grass. Ryegrass, by Pytlium 
Zoysia, mixlures, ~nd other 
grasses or ornamental turf 

STORAGE AND DISPOSAL 
Oo not contaminate water, food, or feed by storage and disposal. 

Pntictda Storage: Store in a dry area inaccessible to children. 
Store in original containers only. Keep container closed when not 
in use. 
Pesticide Disposal: wastes resulting from the use of thfs prcd
uct mey be di~posed of onsite or at an approved waste di~po~al 
facility. 

Container Handling: Nonrefillable conteiner. Do not reuse or 
refill this container. Completely empty bag into application equip
ment. Then offer for recycling if available or dispose of empty 
bag In a sanitary landfill, or by incineration, or if at towed by stat~ 
and local authorities. by burning. If burned. stay out of smoke. 

CHEMlGATlON INSTRUCTIONS 
Gnnerat Information: 
Apply this product only through drip (trk:kle) irrigation (Including 
micro-irrigation through spaghetti tubes or individual tubes) or 
sprinkler Irrigation (including impact or microsprinklers. overh~ad 
boom, solid seL lateral move. end tow, side-roll, center pivot. or !1and 
move, including mist-type systems): or with hand-held calibrated 
irrigation equipment (such as a hand-held wand with injector). Oo 
not apply this product through any other type of irrigation system. 
Crop iniury or lack of effe<:tiveness can result from non-uniform 
di~tribution of treated water. 
tf you have questions about calibration. conlacj State Exten!:oion 
Service spedalists, equipment manufacturers or other experts. 
Do not connect an Irrigation system (Including greenhouse systems) 
u;ed for pesticide application to a public water system unless the 
pesticide lebel·preso.ribed safety devices for public water systems 
are in pt~ce. 
A person knowledgeable of the cheml~ation system and responsible 
for its operation, or under the ~u.oervision of the responsible person. 
shall shut the system down and make necessary adjustments 
should the need arise. 
Pub~c water sy~tem means a ~ystem for the provision to the public 
of piped water for human consumption if such system has at least 
15 service connections or regularly serves an average of at least 25 
'individuals daily at least 60 days cut of the year. 
ChemigaUon sy~tems connected to public water systems must 
contain a functioMI. reduced-pressure zone, backfiow preventer 
(RPZ) or the functional equivalent in the water supply line upstream 
from the point of pesticide introduction. As an option to the RPZ, 
the water from the public water system should be discharged into 
~ reservoir tank prior to pesticide ir.trcx!uction. There shall be a 
complete physical brea;.; (air gap) between the outlet end of the fill 
pipe and the top or ouerflow rim of the reservoir tank of atloast twice 
the inside di~meter of the ftll pipe. 

The pi!sticide injeclion pipeline must contain a functional, automatic. 
quick-closing check valve to prevent the flow of fluid back toward 
the injection. 
The pesticide Injection pipeline must contain a functional. ne<mally 
clo~ed, sotenoid-operoted valve located on l'le intaka side of the 
injection pump and conr.ected to the system interlock to prevent 
fluid from being withdrawn from the supply tank when the irrigation 
system is either automatically or manually shut d?wn. 
The system must contain functional interlocking controls to 
autom~ticatty shut off the pesticide Injection pump when the water 
pump motor stops, or in cases where there is no water pump, 
when the water pressure decreases to the point where ·pesticide 
distribution Is adversely affected. 
Systems mu~tuse a metering pump, such as a positive displacement 
injection pump (e.g .. diaphragm pump) effectively designed and 
constructed of materials that are compatible with pesticides and 
capable of being fitted with a ~ystem interlock. 
Do not apply when \'rind speed favors drift beyond the area intended 
for treatment. 
Remove scale, p~sticlde residues, and other foreign matter from the 
chemical supply tank and inj~ctor system and flush with clean water 
b~fore use. Failure to provide a clean tank, free of scale or residues 
may reduce effectiven~ss of this product. 

Drip (trickle) and micro-Irrigation chemigatton 
1. The system must contain a functional check valve, vacuum relief 

valve and tow pressure drain appropriately located on lheirrig~tion 
pipeline to prevent water source contamination fro;n backflow. 

2. The pesticide injection pipeline must contain a fmctiona( 
automatic, <;uick-closing check valve to prevent the fiow of fluid 
back tcward the injection pump. 

3. The pe~ticide injection pipeline must also contain a functional, 
normally cio~ed. soltmoid-operated valve located on the intake 
~ide of the iniection pump and connected to the system interlock 
to prevent fluid frc.TI being withdrawn from the supply tank When 
the irrigation system is ei:her automatically or manually shut down. 

4. The syste;n must contain functional inte~ocking controls to 
automatically shut off the pesijcide iniection pump when the water 
pump motor stops. 

5. The irrigation tine or water pump must Include a functior.a! 
pressure switch which wilt stop tha water pump motor when t'le 
water pressure decreases to the point where pesUcide distMbution 
is adversely affected. 

6. Systems must use a metering pump such as a positive 
displacement injection pump (i.e., diaphragm pump) effec'Jvely 
designed and constructed of materials the\ are compatible vfith 
pe~ticides and capable of being fitted with a sy~tem Interlock. 

7. Oilute the product in water following the label mixing directions. 
tt may be premixed in a supply tank with water. fertmzer. or 
other appropriate tank-mixed agricultural ci1emic~ls. AgltaUon Is 
necessary. Apply to moderatety moist soits. Use ·Volumes that 
thoroughly wet the soil but that do not c~use sisnfk:mt runoff 
or excessive drip from pots. Application should be continuous 
in ~ufficient water to apply the recommended rate eventy to the 
entire treated area. 

Sprinkler chemigation: 
t. The ~ystem must contain a functional <:heck valve, vacuum 

relief valve. and tovr pressure drain appropriately located en the 
irrigatien pipeline to prevent water source contamination from 
backfiow. 

2. The pesticide injection pipeline must contain a functional. 
autom.&tic. quick-closing Check valve to prevent the flow of fiuld 
back toward the injection pu;np. 

3. The pesticide injection pipeline must al~o contain a functonal, 
normally closed, solenoid-operated valve located on the intake 
side of ihe Injection pump and connected to the system int~rl::ck 
to prevent fluid from being withdrawn from the supply tank when 
ths inig9tion system is either automatically or manually shutdown. 

4. The system must contain functional interloc~ing controls to 
automatically shut off the pesticide injection pump when the water 
pump motor stops. 
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5. The Irrigation nne or water pump must include a functional 
pressure switch which wilt stop the water pump motor when the 
water pressure Cecreases to the point where pesticide diotribuUon 
is aCversety affected. 

6. Systems must use ~ metering pump, such as ~ positive 
displacemEnt injection pump (i.e., di~phrngm pump) effectively 
designed and constructed of materials that are compatible with 
peoticides and capab!e of being fitted with a system interlock 

7. Dilute the product in water following the label mixing directions. 
It may be premixed In a suppty t:m~ with water, fertmter or 
ether appropriate tanK-mixed agricultural chemica\:.;. Agitation is 
necessary. Apply to moderately moist soil&. Use volumes that 
thoroughly wet the soli but lh~t do not cause signillcant runoff 
or excessive drip from pots. Application should be continuous 
in sufficient water to apply the recommended rate evenly to the 
enUre treated area. 

8. Do not apply when wind speed favors drift beyond the area 
intended f9r treatment. 

WARRANTY 
Certis USA, L.L.C. warrants t'<at the material contained herein 

·conforms to the description on the label and is reasonably m for the 
pUrpose referred to in the directions for use. Timing and method of 
appl\cation. weather, watering practices, nature of sell, the disease 
problem, conditton oft he crop, incompatibiHty with ether infiuencing 
factors in tha usa of this product are beyond the control of the setter. 
To the extent con~istent with applicable law, buyer ~ssumes att risks 
of use, storuge, or handRng of this material not in strict accord~nce 
with directions given herein. NO OTHER EXPRESS OR IMPUEO 
WARRAN"TY OF THE FITNESS OR MERCHANTABtLI"TY IS MADE. 

lMlEUNG ACCEPTABlE 
STATE OF CALIFORNIA 

DEPARTMEN_T Of PESTICIDE REGUlATION 
ofd ,!ES!ICIDE REGISf\l,ATION 

Date~ R,;\liewer -;:;~'"ltt.,oJ"eJ~---
1. Reg. No. looS"I-IoZ-AA 
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\'SSil:l} UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
~L PR01"-¢ Washington, D.C. 20460 

JUL 2 7 2012 
OFFICE OF CHEMICAL SAFETY 
AND POLLUTION PREVENTION 

Christine A Dively 
Certis USA 
9145 Guiford Road 
Suite 175 
Columbia, MD 21046 

RE: Product Name: Double Nickel 55 
EPA Reg. No: 70051-108 
Application for Notification request dated June 7, 2012 for Revision to add text "Not 
Approved for use in California" and "Hawaii only" for Specific Use sites 

Dear Ms. Dively: 

The Biopesticides and Pollution Prevention Division is in receipt of your application for 
Notification under Pesticides Registration Notice (PRN) 98-10 dated above. A preliminary screen of 
this request has been conducted for its applicability under PRN 98-10 and it has been determined that 
the action{s) requested falls within the scope of PRN 98-10. Our records have been duly noted, and 
the Jetter submitted with this application has been stamped "Notification, received and accepted" and 
will be placed accordingly in our records. 

Questions concerning this action should be directed to Susanne Cerrelli (703} 308-8077 or 
email at cerrelli.susanne@epa.gov. 

SYMBOL > /';, (/ f/ />A )C.:\\\) 
SURNAME. ~ .ff, 
OATE ~ 7!2.f.Jf.-z_. 

EPA Form 1320-1A (1/ 0} 

aids, 
Acting Branch Chief 
Microbial Pesticides Branch 
Biopesticides and Pollution Prevention 

Division (7511P) 

CONCURRENCES 
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Double Nickel 55 .. 
BIOFUNGICIDE 

Water Dispersible Granular Biofungicide 

'FOR ORGANIC PRODUCTION OMRI ....... 
"'V"''"""'"'~"""' 

Active Ingredient: 
Bacillus amylo!iquefaciens strain D747* ........................................................ 25.0% 

Other Ingredients ...................................................................................................... 75.0% 
Totai .......................................................................................................................... IOO.O% 
*Contains a minimum of5x 1010 colony-forming units (cfu) per gram 

EPA Reg. No. 70051-108 
EPA Est. No. 70051-CA-00 I 

Manufactured by: Certis USA, L.L.C. 
9145 Guilford Rd., Suite. 175 

Columbia, MD 21046 

NET WEIGHT: 5 LBS Lot No: 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
FIRST AID - Agricultural Use 

Notification Accepted 

o.te: 'JUL 19 2011 

Reviewer: ~S::&--v-~vtt- (;~Y.i.l)/2(~ 

IF IN EYES: Hold eyes open and rinse slowly and gently with water for 15~20 minutes. Remove contact 
lenses, if present, after the first 5 minutes, then continue rinsing eye. Call a poison control center or doctor 
for treatment advice. 

IF ON SKIN: Take off contaminated clothing. Rinse skin with plenty of water for 15~20 minutes. Call a 
poison control center or doctor for treatment advice. 

IF INHALED: Move person to fresh air. If person is not breathing, call 911 or an ambulance, then give 
artificial respiration, preferably mouth~to~rnouth if possible. Call a poison control center or doctor for 
further treatment advice. 

Have the product label with you when calling a poison control center or doctor. 
Hot Line No.:l~800~255~3924 for additional information 

PRECAUTIONARY STATEMENTS- Agricultural Usc 

HAZARDS TO HUMANS & DOMESTIC ANIMALS 

CAUTION: Causes moderate eye irritation. Prolonged or frequently repeated skin contact may cause 
allergic reactions in some individuals. A void contact with eyes or clothing. A void breathing ::;p~r::y mist. 
Wash thoroughly with soap and water after handling and before eating, drinking, chewing gum, ·using 
tobacco or using the toilet. 

Page I of 13 91



PERSONAL PROTECTIVE EQUIPMENT (PPE) 

Applicators and other handlers must wear: 
• Long-sleeved shirt and long pants 
• Waterproof gloves 
• Shoes plus socks 

Mixer/loaders and applicators must wear a dust/mist filtering respirator meeting NIOSH standards of at 
least N-95, R-95, or P-95. Repeated exposure to high concentrations of microbial proteins can cause 
allergic sensitization. Follow manufacturer's instructions for cleaning and maintaining PPE. If no 
instructions are available, use detergent and hot water for washables. Keep and wash PPE separately from 
other laundry. 

When handlers use closed systems, enclosed cabs, or aircraft in a manner that meets requirements listed in 
the Worker Protection Standard (WPS) for agricultural pesticides, the handler PPE requirements may be 
reduced or modified as specified in the WPS. 

USER SAFETY RECOMMENDATIONS 

Users should: 
• Remove clothing/PPE immediately if pesticides get inside. Then wash thoroughly and put on 

clean clothing. 
• Remove PPE immediately after handling this product. Wash the outside of gloves before 

removing. AS soon as possible, wash thoroughly and change into clean clothing. 

ENVIRONMENTAL HAZARDS- Agricultural Use 

Do not apply directly to water or to areas wltere surface water is present, or to intertidal areas below the 
mean high water mark. Do not contaminate water when disposing of equipment washwaters or rinsate. Do 
not apply when weather conditions favor drift or runoff from treated areas. 

GENERAL INFORMATION 

DOUBLE NICKEL 55TM is a broad-spectrum preventative biofungicide for control or suppression of 
:fimgal and bacterial plant diseases. The active ingredient of DOUBLE NICKEL 55TM is a naturally 
occurring strain (D747) of the beneficial rhizobacterium Bacillus amyloliquefaciens, which colonizes 
roots, leaves, and other plant surfaces. D747 rapidly colonizes plant root hairs, leaves, and other surfaces, 
preventing establishment of disease-causing fungi and bacteria. 

DOUBLE NICKEL 55™ can be applied alone or in combination and/or rotation witltchemical fungicides 
as a tool for integrated disease management in agricultural crops, ornamental and nursery plants, and 
turfgrass, in accordance with the most restrictive of those label limitations and precautions. DOUBLE 
NICKEL 55TM offers a valuable tool for management of resistance to chemical fungicides througlt its 
multiple and unique modes of action. 

DOUBLE NICKEL 55™ can be applied up to and including the day of harvest. 

DIRECTIONS FOR USE 

It is a violation ofFederallaw to use this product in a manner inconsistent with its labeling. For any 
requirements specific to your State or Tribe, consult the State or Tribal Agency responsible fer 'pes~icide 
regulation. Do not apply this product in a way that will contact workers or other persons, either directly or 
tlrrough drift. Only protected handlers may be in the area during application. 
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AGRICULTURAL USE REQUIREMENTS 

Use this product only in accordance with its labeling and with the Worker Protection Standard 40 CFR Part 
170. This standard contains requirements for the protection of agricultural workers on farms, forests, nurseries, 
and greenhouses and handlers of agricultural pesticides. It contains requirements for training, decontamination, 
notification, and emergency assistance. It also contains specific instructions and exceptions pertaining to the 
statements on this label about personal protective equipment (PPE), and restricted entry intervals. The 
requirements in this box only apply to uses of this product that are covered by the Worker Protection Standard. 

Do not enter or allow worker entry into treated areas during the restricted entry interval (REI) of 4 hours. 

PPE required for early entry to treated areas that is permitted under the Worker Protection Standard and that 
involves contact with anything that has been treated, such as plants, soil or water is: cover-alls, waterproof 
gloves, shoes plus socks. 

Exception: If the product is soil injected or soil incorporated, the Worker Protection Standard, under certain 
circumstances, allows workers to enter the treated area if there will be no contact with anything that has been 
treated. 

Non-Agricultural Use Requirements 

The requirements in this box apply to uses of this product that are NOT within the scope of the Worker 
Protection Standard for agricultural pesticides (40 CFR Part 170). The WPS applies when this product is used 
to produce agricultural plants on farms, forests, nurseries, or greenhouses. Keep unprotected persons out of 
treated areas until sprays have dried. 

MIXING AND HANDLING INSTRUCTIONS 

Mix the required amount of DOUBLE NICKEL 55TM in cool water with sufficient agitation to maintain a 
uniform suspension in the spray or mixing tank. Tank should be cleaned prior to use. Do not use highly 
alkaline or highly acidic water to mix sprays. Use a buffering agent if necessary to maintain neutrality 
(pH 6 to 8) of water in the tank. Maintain agitation during application. Apply immediately after mixing; 
do not allow spray mix to stand overnight. 

APPLICATION METHODS 

Ground: DOUBLE NICKEL 55™ can be applied in most commonly-used ground application equipment, 
such as tractor-mounted boom, airblast, high clearance, hose-end, backpack, and other pressurized 
sprayers; hose-end or hand-held sprayers; foggers or mist blowers; water wheel and other drench 
applicators; and shank or other soil injection method. 

Aerial: DOUBLE NICKEL 55™ can be applied by fixed or rotary winged aircraft in a minim11'Tl of 3 
gallons of water per acre. Standard precautions should be taken to minimize spray d1ift. 

Chemigation: DOUBLE NICKEL 55™ can be applied through drip (trickle) and sprinkler tyre- irrigation 
equipment. Refer to the section entitled "Chernigation Instructions" for detailed instructions. 
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A It \.2:riCU ura crops 

CROPS 
DISEASES/PATHOGENS 

I (See footnotes for additional information) 

Vegetables and melons 

Brassica vegetables Pin rol complex (Afternoria!Xonthomonas)* 
such as broccoli, cabbage, Leaf spots (Alternaria spp., Xanthonwnas spp.) 
cauliflower, Brussels sprouts, Downy mildew (Peronosporo spp.) 
kohlrabi, and other cole crops. Powdery mildew (Erisyphe pofygoni) 

''Damping otl:" seedling blights, and root or crown diseases caused by Pytl!ium, 
Rhizocto11ia, F'usarium, Phytophthoro, or Verticil/fum* spp. (see instructions below for 
"Soil application''). 

Bulb vegetables Botrytis spp. (neck rot, leaf blight) 
such as onions, garlic, shallots, and Purple blotch (Aitemorio spp.) 
others. Downy mildew (Pero11osporo spp.) 

Powdery mildew (Erisyphe spp.) 
Rust (Puccinio pori)* 
''Damping off," seedling blights, and root or crown diseases caused by Pythium, 

Rhi::octonia, Fusarium, P/lytophtlwra, or Verticil!ium* spp. (see instructions below for 
"Soil applicmion''). 

Cucurbits Powdery mildew (Eris)phe and Spfwerotheco spp.) 
such as cucumbers, squash (all types), Downy mildew (Pseudoperonospora spp.) 
cantaloupes, muskmelons, Gummy stem blight (Didymeffo b1yoniae and Phomo cucurbitaceamm) 
watermelons. and other melons. Sec instructions below for ''Soil application" against the tO\lowing diseases: 

Vine decline (Monosporasct1s cmmonbal/us)** 
Charcoal rot (Macrophomina pfwseoli)** 
"Damping off,'' seedling blights, and root or crown diseases caused by Pythinm, 

Rhi::octonia, Fusarium, Phytopht!wro, or Verticil!ium* spp. 

Fruiting yegetables Bacterial spot (Xonthomonas spp.)* 1 

such as tomawcs, peppers, eggplant, Bacterial speck (Pseudomonas syringae pv. tomoto)* 1 

tommillo, okra, and others. Gray mold (Bollytis cinerea) 
Powdery mildew* (Levei{lulo, Oidiopsis, Erisyphe, and Sphaerotheca spp.) 
Early blight (Alternaria sofom)* 
Late blight (Phytophthoro il!festons)* 

See instructions below \Or ''Soil application" against ll1e following diseases: 
.. Damping off,'' seedling blights, and root or crown diseases caused by Pythimn, 

Rhizoctonia, Fusarium, Phytophthora, or Verticiffium* spp. 
Southern blight (Scferotium rof}Sii)* and** 

Leafy vegetables Downy mildew (Bremia lactncae, Peronospora spp.)* 
such as head and Jeaflenuce, celery, Powdery mildew (Gofovlnomyces (Erisyplle) cichoroceon1m)* 
spinacl1, radiccJ,io, arugula, Bacterial blights 
watercress, and mhcrs (including Head and leaf drop (Sclerotinia spp.)z 
leafy Brassica vegetables such as Pink rot (Scferotinio sclerotiorumi 
mustard and collard greens, kale, bok Leaf spots (Cercospora spp.) 
choi, and related crops). Sec instructions below for ''Soil application'' against the following diseases: 

''Damping oft:'' seedling blights, and root or crown diseases caused by Pythium, 
Rhizoctonio, Fusarium, Phytophtlwra, or Verticiffium* spp. 

Bottom rot (Rhizoctonia so/ani) 

Legume vegetables While mold (Scferotinio sclerotiommi 
succulent and dried beans and peas Gray mold (Botrylis cinerea) 
such as green, snap, shell, and Lima Powdery mildew (Uicrosphoero diffusa) 
beans, garbanzo beans, chickpeas, Rusts*, including Uromyces oppendicu/atus, Puccinio spp., and Asian soybean rust 
soybeans, dry beans, peas, split peas, (Phayosporo pocflyrhi::i) 
lentils, and other legumes. "Damping off,'' seedling blights, and root or crown diseases caused by Pythium, 

Rhi::octonia, Fnsarium, Phytophthara, or Verticiffium* spp. (see instructions below for 
"Soil application''). --~ 

Root, tuber, and corm vegetables Black root/crown rot (Alternaria spp.) I such as pota10, sweet potato, carrot, Bacteria\ leaf blight (Xanthomonos campestris) 
cassava, beets, ginger, radish, Downy mildew (Peronospora spp.) I 
horseradishn, ginseng. turnip, and Powdery mildew (Erisyphe spp.) _j mher root, tuber and conn crops. Gray mold (Botrytis spp.) 

While mold (Sclerotinia sclerotiorum)2 

Black leg /bacterial soft rot (Envinia carotovora)** 
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Early blight (Alternaria so/ani)* 
Late blight (Phytophthora infestans)* 
See instructions below for '·Soil application" against the fOllowing diseases: 

Black scurf (Rhi=octonia so/ani) 
Cavity spot (Pythium spp.) 
''Damping off,'' seedling blights, and root or crown diseases caused by Pythium, 

Rhizoclonia, Fusarium, Phylophthora, or Verlicil!ium* spp. 

Other vegetables Botrytis spp. 
such as sweet corn, popcorn, Rusts (Puccinia spp.) 
asparagus, peanut, and watercress White mold (Sclerotinia sclerotiormu i::. 

Leaf spots (Cercospora and Cercosporidium spp.)* 
'"Damping off,'' seedling blights, and root or crown diseases caused by Pythimu, 
Rhi=octonia, Fusarium, Phytophthora, or Vertici!fium* spp. 
(see instructions below for "Soil aooliealion''). 

Tree fruits and nuts 

Citrus Alternaria leaf spot (Alternaria a!ternala) 
such as orange, lemon, lime, Postbloom fruit drop (Co!fetotrichum acutatum)* 
grapefruit, tangerine (mandarin), Greasy spot (Mycosphaerel!a ciln)*3 

tangelo, pummclo, and other citrus Citrus canker (Xanthomonas campestris pv. 
Scab (Eisinoe fawcetti)* 4 

cilri)1 

Melanose (Diaporthe citri)* 

Pome fruits Powdery mildew (Podosphaera leucolriclw)5 

such as apple, pear, crabappk, quince, Scab (Venturia spp.)* 
and others Flyspeck (Zygophia/ajamaicensis)6 ** 

Sooty blotch disease complex6 ** 
Brooks spot (A1ycosphoerel!a pomi)6 ** 
Bot rot/while rot (Botryospfweria dotltideo)6 ** 
Bitter rot (Col!etolriclmm sppl 
Cedar appk rust (Gymnosporangiumjuniperi-virginianae)6 ** 
Fire bligltl (Erwinia amy!ovora)*1 

Stone fruits Powdery mildew (Sphaerotheca and Podosphaera spp.)*s 
such as apricot, cherry, nectarine, Bacterial canker (Pseudomonas spp.) 
peach, ph1m, prune, pluol, and others Brown rot blossom blight (Monilinia laxa)9 

Brown rot (Moni!inia fructico!a)* 10 

Gray mold (Botrylis cinerea)10 

Peach leaf curl (Tap!wioa deformans) 
Bacterial leaf spot (Xanlfwmonas arbico!a 
Rusty spot (Podosplwera leucolricha) 1 

pv. pruni)1 

Tree nuts Walnut blight (Xonlhomonas campeslris) 11 

such as almond, pistachio, pecan, Anthracnose (Col!etotrichum acu/altwt)* 
walnut, filbert, hazelmtl, chestm1t, Bacterial canker (Pseudomonas syringae) 
macadamia, and other tree nuts. Shot hole (Wi!sonowyces carpop!ti!us)* 

Brown rot (Moniliuia spp.)* 
Pecan scab (Cladosprimn caryigenum )*1 and** 

Pomegranates Leaf and fruit spots (Cercospora, Gloeosporium and Pesla/otia spp.) 1 

Fruit rots (Alternaria, Botrytis, and other spp.)10 

Powdery mildew (Sphaerotheca pannosa) 

Other fruits 

Strawberry Powdery mildew (Sphaerothe.:a macztfaris, Erisyp!te spp.)* 12 

Gray mold (Botrytis cinerea)* 11 

Anthracnose (Colletotri.:hztm acutatmn) 
Angular leaf spot (Xantlwmotwsfragariae) 1 

For the following diseases, see instructions below for ··Soil application·· (and ai~J rooi Cip 
instructionsn): 

''Damping off' and root or crown diseases caused by Rhizoctonia, Fusarium, Pythimu, 
Pftytophthora, and/or Verticil!ium* spp. 

Charcoal rot (Macrophomina pltaseolina)** 
--
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Berries, including blueberry, Mummy berry (Monilinia vaccinii-corymbosi)* 
blackberry, raspberry, loganberry, Botrytis blight (Botiytis cinerea) 
huckleberry, gooseberry, cldcrbcrl)', Bacterial canker (Pseudomonas spp.)13 

cranberry (non-flooded fields), Anthracnose fruit rot (Cal!etotriclmm acutotmu)10 

curran(, and other berries 

Grapes Powdery mildew (Erisyphe (formerly Uncimda) necator) 14 

including wine grapes, table grapes, Gray mold (Botrytis cinereo) 15 

and raisins Sour rot complcx15 

Downy mildew (P!asmoparo viticola)* 
Phomopsis (Phamopsis viticola) 16 

Eutypa (Entypa !ata) 17 

Tropical fruits Anthracnose (Co!letotrichum spp.) 

such as avocado 13
, mango 18

, papaya 19
, Scab (Sphacelomaperseoe) 

pincapple 19
, banana,. plantain, and Bacterial canker (Xanthomonas camgestris) 

others. Sigatoka (,\Iycosphaere!la fl}iensisi 

Other Crops 

Herbs and spices Powdery mildews (Oidium spp. and others) 
such as basil, thyme, coriander, dill, Downy mildews (Peronosporo spp. and others)* 
cilantro, parsley, mint, and others. Damping off diseases (Rhizoctonio, Pythium, Altemario, and Fusarium spp.) 

Leaf spots (Alternaria, Septaria, Col!etotrichtlm, and Cercosporo spp.)* 
Bacterial diseases (E1·winio, Xanthomonas, and Pseudomonas spp.) 
Rusts (Puccinia spp. and others) 
''Damping off' and root or crown diseases caused by Rllizoctonia, Fusarium, Pythfmn, 

Phytophthora, and!or Verticf!lium* spp. (sec instructions below for "Soil application''). 

Coffee {Hawaii only) Coffee berry disease (Col/etotrichum coffeanum) 1 

Coffee rust (Hemileio vastotrix) 1 

Anthracnose (Col!etotrichmn spp.) 
Bot1ytis fiower blight 
Cercospora leaf spot and berry blotch 
"Damping off' and root or crown diseases caused by Rhtzoclollio, Fusarium, Pythium, 

Phytophthora, and/or Verticil!imu* spp. (sec instructions below for •·Soil application''). 

Tobacco Angular leaf spot (Pseudomonas spp.) 
Anthracnose (Colletotriclwm and G!omere!/a spp.) 
Blue mold or downy mildew (Peronospora spp.)* 
Brown spot (Alternaria) 
Bam spot/ frogcyc leaf spot (Cerrcospora nicotianae )10 

Collar rot (Sclerotinia sfcerotiorumi 
Gray mold (Botrytis cinerea) 
Powdel)' mildew (Erysiphe cichoracearum) 
Target spot (Rhi::.octouia so/ani) 
See instructions below for "Soil application'' against the following diseases: 

''Damping off," seedling blights, and root or crown diseases cruised by Pythium, 
Rhizoctonia, Fusarium, Olpidium, Phytopht!wro, or Verticil/fum* spp. 

Charcoal rot (Macroplwmiua phaseo/ina) 
Black root rot (Thielaviopsis basicola) 
Black shank (Phytophthora spp.)* 
Southern blight/southern stem rot (Sclerotium roljsi1)* 

Mint Rust (Puccinia spp.) 

Hops Powdery mildew (Sphaerotheco macnlaris)21 

---
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Footnotes: 

*Suppression only; for improved control mix or rotate with chemical fungicide approved for such use. **NOT FOR USE IN CALIFORNIA 
1 Tank mix or rotate with copper-based fungicides at label rates for improved control. 
2Apply at or immediately following planting (but before plant emergence) as a banded seedline treatment 4 to 6 inches wide. Make second application at 

thinning or cultivation in sufficient water and multiple nozzles to ensure thorough coverage of lower leaves and surrounding soil surface. Incorporation 
with light irrigation after applic.ation may improve disease control. Repeat at l 0-14 day intervals if conditions promoting disease persist. 

3 For greasy spot suppression, apply at first new foliar flush and repeat with each new flush. Tank mix with spray oil or copper based fungicide at labeled 
rates. 

• For suppression of citrus scab, stan applications at first new foliage flush and repeat at petal fall and when fruit are V. inch in diameter. 
5 Make first application at or before tight cluster if conditions favor disease development. Repeat at 7-10 day intervals through the second cover spray or 

longer on susceptible varieties or if environmental conditions favor rapid disease development. 
6 Begin applications before bloom when environmental conditions favor d isease development, repeating at 7 to 14 day intervals or as needed. Control may 

be enhanced by addition of a surfactant to improve spray coverage. Use only surfactants known to be safe for use on the crop and for which such use is 
allowed. 

7Rotate with antibiotics registered for fire blight control for improved performance. Begin applications at 1-5% open blossoms and repeat every 3-7 days 
as necessary until petal fall, when intervals can be increased to 7 days. Double Nickel 55TM can also be used in summer "cover spray" applications to 
control the shoot blight phase of fire blight and summer diseases. Can be mixed with copper fungicides to improve control. 

8Make first application at popcorn stage and repeat every 7 days. 
9 Stan applying at early bloom stage and repeat every 7 days through petal fall. 
10 Pre-harvest applications in sufficient water to cover fruit or other harvested plant parts may improve control of postharvest infections. 
11 Begin applications at or before pist illate bloom, repeating every 7-10 days. Apply before rainfall if possible, and tank mix or rotate with a copper-based 

bactericide registered for such use for improved control. 
12 Start applications at or just before flowering and repeat every 7- 10 days as needed through harvest. 
13 Apply before fall rains and again during dormancy before spring grov.1h. 
14 Start applications when new shoots. are Y, to I Y, inches long. Repeat at3-5 inches, 8- 10 inches, and then at 7-10 day intervals until disease conditions no 

longer exist. 
15 Apply at bloom, before bunch closure, at veraison, and before harvest. 
16 Apply when shoots are V. to I inch long and again when 6-8 inches long. 
11 Mix 2 fluid ounces Double Nickel 55TM per gallon of water and apply to pruning wounds. 
18 Apply at budbreak and repeat on 14-21 day interval as needed through harvest. 
19 Apply at flowering and repeat on 14-21 day interval as needed through harvest 
20 Apply at first appearance of leaves and repeat at 7-21 day intervals as needed, in sufficient water to obtain thorough coverage of foliage. Tank mix with 

spray oil or other registered fungicides for improved control. 
21 Mix 6 totO fluid ounces Double Nickel 55TM per 100 gallons of water and apply in minimum of20 gallons per acre form emergence to training, 50 

gallons per acre from training to wire, and I 00 gallons per acre from wire touch through harvest. 
22 For treatment of horseradish or strawberry roots immediately before transplanting: immerse bare roots (individually or in bunches) for I 0 seconds in a 

suspension of I to 2 pints Double Nickel 55™ per gallon of water. 
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Foliar application: For control of diseases on foliage, flowers, fruit, or other above-ground parts of 
plants: Mix DOUBLE NICKEL 55™ in water and apply as a spray at a rate of0.25 to 3 pounds per 
acre in sufficient water to achieve thorough coverage of the crop canopy with minimal runoff Begin 
applications at crop emergence, transplanting, or when conditions are conducive to development of 
disease. Repeat application every 7 to 10 days, or as needed, for as long as conditions favor disease 
development. Lower rates (0.25 to I pound per acre) may be applied under light disease pressure, to 
smaller (e.g. newly-emerged) plants, or when DOUBLE NICKEL 55™ is used in a tank mix with other 
fungicides whose labels allow such use. Under moderate to severe disease pressure, or when 
environmental conditions and plant stage are conducive to rapid disease development, use higher label 
rates (1 to 3 pounds per acre), apply more frequently (every 3 to 7 days), and mix or rotate DOUBLE 
NICKEL 55TM with other fungicides for improved performance. 

Soil application: For control of soilborne diseases infecting seeds, seedlings, roots, cro·wn, stems, or 
other plant parts below ground or in contact with soil: Apply DOUBLE NICKEL 55™ at 0.125 to 1 
pound per acre. Mix the required amount in sufficient water to apply by one of the following methods: 

• Soil drench applied to transplants in flats or pots in the greenhouse or nursery any time prior to 
transplanting (see additional drench instructions under "Nurseries, greenhouses, shade houses, and 
ornamental plants" below). 

• Soil drench at transplanting, using a "water wheel" injector, spray nozzles/hoses, or other method to 
drench each root ball and/or planting hole. 

• Soil or seedline drench, or banded spray (in-furrow) at planting. See the section on "Banded (in-
furrow) application" below for additional instructions. 

Follow-up (post-planting) preventative applications can be made every 2-4 weeks by one or more of the 
following methods, if needed: 

• Drip (trickle) or any type of sprinkler irrigation, any time after planting or transplanting. See 
Chemigation Instructions for additional information. 

• Spray directly onto the soil surface and/or lower plant parts. If targeting root disease, follow 
immediately with sufficient overhead sprinkler irrigation to move DOUBLE NICKEL 55TM to the 
root zone. 

• Injection directly into the rooting zone using shanks or similar equipment. 

Lower rates (0.125 to 0.5 pounds per acre) may be applied under light disease pressure, to smaller plants, 
or when DOUBLE NICKEL 55™ is used in a tank mix with other fungicides whose labels allow such 
use. Under moderate to severe disease pressure, or when environmental conditions and plant stage are 
conducive to rapid disease development, use higher label rates (0.5 to 1 pound per acre), apply more 
frequently (every 2 weeks), and mix or rotate DOUBLE NICKEL 55TM with other fungicides for 
improved performance. 
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Banded On-furrow) application: Use the table below to determine the correct application rate of 
DOUBLE NICKEL 55™ per 1,000 row feet, based on row spacing and desired rate per acre. Mix the 
required amount ofDOUBLE NICKEL 55™ in water and apply as banded spray (4" to 6" wide) or 
seedline drench centered over the planting furrow. Apply directly over seeds in the furrow just before 
they are covered with soil. The volume of water required per acre or per 1,000 row feet will depend on 
the application equipment used. Consult your local cooperative extension service if you need assistance 
calibrating band spraying equipment. 

Rates for banded (in-furrow) application: Find desired application rate in the left column. Read across that line to the 
correct row spacing indicated at the top to find the number of ounces (dry) per I ,000 row feet that will provide the desired 
application rate per acre. To convert to level teaspoons, multiply the number of ounces by 8.2. For level tablespoons, 
multiply the number of ounces by 2.75. 

Rate/acre Space between rows (incbes) 
(pounds) 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 
0.25 0.1 0.1 0.1 0.1 0.2 0.2 0.2 0.2 02 0.2 0.2 0.3 0.3 0.3 0.3 
0.5 0.2 0.2 0.2 0.3 0.3 0.3 0.4 0.4 0.4 0.5 0.5 0.5 0.6 0.6 0.6 
0.75 0.3 0.3 0.4 0.4 0.5 0.5 0.6 0.6 0.6 0.7 0.7 0.8 0.8 0.9 0.9 
1.0 0.4 0.4 0.5 0.6 0.6 0.7 0.7 0.8 0.9 0.9 1.0 1.0 1.1 1.2 1.2 
1.25 0.5 0.5 0.6 0.7 0.8 0.8 0.9 1.0 1.1 1.1 1.2 1.3 1.4 1.5 1.5 
1.5 0.6 0.6 0.7 0.8 0.9 1.0 1.1 1.2 1.3 1.4 1.5 1.6 1.7 1.7 1.8 
1.75 0.6 0.7 0.9 1.0 1.1 1.2 1.3 1.4 1.5 1.6 1.7 1.8 1.9 2.0 2.1 
2.0 0.7 0.9 1.0 1.1 1.2 1.3 1.5 1.6 1.7 1.8 2.0 2.1 2.2 2.3 2.4 
2.25 0.8 1.0 1.1 1.2 1.4 1.5 1.7 1.8 1.9 2.1 2.2 2.3 2.5 2.6 2.8 
2.5 0.9 1.1 1.2 1.4 1.5 1.7 1.8 2.0 2.1 2.3 2.4 2.6 2.8 2.9 3.1 
2.75 1.0 1.2 1.3 1.5 1.7 1.9 2.0 2.2 2.4 2.5 2.7 2.9 3.0 3.2 3.4 
3.0 1.1 1.3 1.5 1.7 1.8 2.0 2.2 2.4 2.6 2.8 2.9 3.1 3.3 3.5 3.7 

Nurseries, greenhouses, shadehouses, and ornamental plants: 

Spray application: Mix 0.25 to 3 pounds of DOUBLE NICKEL 55™ per 100 gallons of water and 
apply as a foliar spray of sufficient volume to wet the entire plant with minimal runoff. Begin 
preventative applications at plant emergence and repeat every 3-28 days as needed (every 3-7 days if 
disease pressure is high or environmental conditions are highly favorable to disease outbreak, 10-28 days 
under low pressure or less conducive conditions). 

Drench application: Mix 0.125 to 2 pounds of DOUBLE NICKEL 55™ per 100 gallons of water and 
apply as a drench or coarse spray to soil or other growing media in pots, flats, plugs, trays, or planting 
beds, for control or suppression of soilborne diseases of seedlings, cuttings, bedding plants, and 
transplants (including vegetables and other transplanted food crops). Make first application at or 
immediately before seeding, sticking, germination, or transplanting. Repeat applications every 14-28 
days as needed. Transplants can be treated immediately before transplanting into field soils to protect 
against damping-off and other diseases that reduce plant establishment. 

Cutting or root dip: Dip basal end of cuttings or bare roots (individually or in bunches) in a suspension of 
1 to 2 pounds of DOUBLE NICKEL 5STM per gallon ofwater. Immerse for 5-10 seconds 
immediately before planting. 
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Chemigation: Mix 0.125 to 2 pounds of DOUBLE NICKEL 5STM per 100 gallons of water and apply 
via drip, handheld, or sprinkler irrigation systems. Refer to "Chemigation Instructions" for more details. 

CROPS/USE SITES DISEASES/PATHOGENS 

Indoor, outdoor, and shade- ur other Powdery mildews caused by Erisyphe, Podosphaeta, Sphaerotheca, Oidium, and 
cover-grown ornamental trees and shrubs, Go!ovinomyces spp.) 
flowering plants, foliage plants, tropical Anthracnose (Co!letotrich11m spp.) 
plants, potted plants, potted or cut Bacterial leaf spots caused by Ent•inia, Pse11domonas. and Xanthomonas spp. 
flowers, bedding plants, forestry Damping-off disease (Rhi:octonia, Pythium, Fusari11m spp.) 
seedlings, conifer production for Late blight, blackeye, and root rots caused by Phytophthora spp. 
reforestation, fruit trees, vegetables and Gray mold and blight caused by Botrytis ci11erea 
other crops grown in greenhouses or Black root rot (Aspergillus spp.) 
nurseries. 131ack spot of roses (Diplocarpon rosae) 

Downy mildew (Peronospora spp.) 
Leaf spots caused by Alternaria, Septoria. Cercospora, Entomosporimn. 

He!minthosporinm, and Myrothecium spp.) 
Rust (Puccinia spp.) 
Scab ( Venfllria spp.) 
Root rol, bottom rot, or stem rot caused by Rhizoctonia so/ani 
Scfetotinio blight 
Fusarium wilts 

Turfgrass application: For control of foliar diseases, apply DOUBLE NICKEL 55™ at 0.5 to 1 ounce 
per 1,000 square feet as a ground-directed spray in sufficient water to provide thorough coverage. To 
control root and crown diseases in or on the soil, immediately follow the spray with sufficient overhead 
sprinkler irrigation to move the product into the root zone. 

USE SITES/CROPS DISEASES/PATHOGENS 

Turf, sod, lawns, golf course (fainvays, Anthracnose (Colletotrichmn gramiuico!a) 
roughs, greens, tees), grass seed production Brown patch (Rhi::octonia so/ani) 

Including but not limited to: Bluegrass, Dollar spot (Lan::ia and Moellerodiscus spp., formerly Sclerotinia lwmeocmpa) 

Bentgrass, Bermudagrass (common & Powdery mildew (Erisyphe graminis) 

hybrid), Dichondra, Fescue, Orchardgrass, Rust (Puccinia spp.) 

Poa m1m10, St. Augustine grass, Ryegrass, Gray leaf spot (Pyricn!ario griseo) 

Zoysia, mixtures, and other grasses or ""Damping off' or seedling blights caused by Pythium 

ornamental turf 

STORAGE AND DISPOSAL 

Do not contaminate water, food, or feed by storage and disposal. 

Pesticide Storage: Store in a dry area inaccessible to children. Store in original containers only. 
Keep container closed when not in use. 

Pesticide Disposal: Wastes resulting from the use of this product may be disposed ofonsite or 
at an approved waste disposal facility. 

Container Handling: Nonrefillable container. Do not reuse or refill this container. Completdy 
empty bag into application equipment. Then offer for recycling if available or dispose cf empty 
bag in a sanitary landfill, or by incineration, or if allowed by state and local authorities, 'of 
burning. If burned, stay out of smoke. 

. 
----
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CHEMIGATION INSTRUCTIONS 

General information: 

Apply this product only through drip (trickle) irrigation (including micro-irrigation through spaghetti 
tubes or individual tubes) or sprinkler irrigation (including impact or microsprinklers, overhead boom, 
solid set, lateral move, end tow, side-roll, center pivot, or hand move, including mist-type systems); or 
with hand-held calibrated irrigation equipment (such as a hand-held wand with injector). Do not apply 
this product through any other type of irrigation system. 

Crop injury or lack of effectiveness can result from non-uniform distribution of treated water. 

lfyou have questions about calibration, contact State Extension Service specialists, equipment 
manufacturers or other experts. 

Do not connect an irrigation system (including greenhouse systems) used for pesticide application to a 
public water system unless the pesticide label~prescribed safety devices for public water systems are in 
place. 

A person knowledgeable of the chemigation system and responsible for its operation, or under the 
supervision of the responsible person, shall shut the system down and make necessary adjustments should 
the need arise. 

Public water system means a system for the provision to the public of piped water for human 
consumption if such system has at least 15 service connections or regularly serves an average of at least 
25 individuals daily at least 60 days out of the year. 

Chemigation systems connected to public water systems must contain a functional, reduced-pressure 
zone, backflow preventer (RPZ) or the functional equivalent in the water supply line upstream from the 
point of pesticide introduction. As an option to the RPZ, the water from the public water system should 
be discharged into a reservoir tank prior to pesticide introduction. There shall be a complete physical 
break (air gap) between the outlet end of the fill pipe and the top or overflow rim of the reservoir tank of 
at least twice the inside diameter of the fill pipe. 

The pesticide injection pipeline must contain a functional, automatic, quick-closing check valve to 
prevent the flow of fluid back toward the injection, 

The pesticide injection pipeline must contain a functional, normally closed, solenoid-operated valve 
located on the intake side of the injection pump and connected to the system interlock to prevent fluid 
from being withdrawn from the supply tank when the irrigation system is either automatically or manually 
shut down. 

The system must contain functional interlocking controls to automatically shut off the pesticide 
injection pump when the water pump motor stops, or in cases where there is no water pump, when the 
water pressure decreases to the point where pesticide distribution is adversely affected. 

Systems must use a metering pump, such as a positive displacement injection pump (e.g., diaphragm 
pump) effectively designed and constructed of materials that are compatible with pesticides and c~.pable 
of being fitted with a system interlock. 

Do not apply when wind speed favors drift beyond the area intended for treatment. 

Remove scale, pesticide residues, and other foreign matter from the chemical supply tank and-injector 
system and flush with clean water before use. Failure to provide a clean tank, free of scale or re~iriues 
may reduce effectiveness of this product. 
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Drip (trickle) and micro-irrigation chemigation: 

1. The system must contain a functional check valve, vacuum relief valve and low pressure drain 
appropriately located on the irrigation pipeline to prevent water source contamination from backflow. 

2. The pesticide injection pipeline must contain a functional, automatic, quick-closing check valve to 
prevent the flow of fluid back toward the injection pump. 

3. The pesticide injection pipeline must also contain a functional, normally closed, solenoid-operated 
valve located on the intake side of the injection pump and connected to the system interlock to prevent 
fluid from being withdrawn from the supply tank when the irrigation system is either automatically or 
manually shut down. 

4. The system must contain functional interlocking controls to automatically shut off the pesticide 
injection pump when the water pump motor stops. 

5. The irrigation line or water pump must include a fi.mctional pressure switch which will stop the water 
pump motor when the water pressure decreases to the point where pesticide distribution is adversely 
affected. 

6. Systems must use a metering pump such as a positive displacement injection pump (i.e., diaphragm 
pump) effectively designed and constructed of materials that are compatible with pesticides and 
capable of being fitted with a system interlock. 

7. Dilute the product in water following the label mixing directions. It may be premixed in a supply tank 
with water, fertilizer, or other appropriate tank-mixed agricultural chemicals. Agitation is necessary. 
Apply to moderately moist soils. Use volwnes that thoroughly wet the soil but that do not cause 
significant runoff or excessive drip from pots. Application should be continuous in sufficient water to 
apply the recommended rate evenly to the entire treated area. 
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Sprinkler chemigation: 

1. The system must contain a functional check valve, vacuum relief valve, and low pressure drain 
appropriately located on the irrigation pipeline to prevent water source contamination from backflow. 

2. The pesticide injection pipeline must contain a functional, automatic, quick~closing check valve to 
prevent the flow of fluid back toward the injection pump. 

3. The pesticide injection pipeline must also contain a functional, normally closed, solenoid-operated 
valve located on the intake side of the i1~ection pump and connected to the system interlock to prevent 
fluid from being vv:ithdrawn from the supply tank when the irrigation system is either automatically or 
manually shut down. 

4. The system must contain functional interlocking controls to automatically shut off the pesticide 
injection pump when the water pump motor stops. 

5. The irrigation line or water pump must include a functional pressure switch which will stop the water 
pump motor when the water pressure decreases to the point where pesticide distribution is adversely 
affected. 

6. Systems must use a metering pump, such as a positive displacement injection pump (i.e., diaphragm 
pump) effectively designed and constructed of materials that are compatible vv:ith pesticides and 
capable of being fitted vv:ith a system interlock, 

7. Dilute the product in water follovv:ing the label mixing directions. It may be premixed in a supply tank 
with water, fertilizer or other appropriate tank-mixed agricultural chemicals. Agitation is necessary. 
Apply to moderately moist soils. Use volumes that thoroughly wet the soil but that do not cause 
significant runoff or excessive drip from pots. Application should be continuous in sufficient water to 
apply the recommended rate evenly to the entire treated area. 

8. Do not apply when wind speed favors drift beyond the area intended for treatment. 

WARRANTY 

Certis USA, L.LC. warrants that the material contained herein conforms to the description on the label and is reasmmbly fit fof 
the purpose referred to in the directions for use. Timing and method of application, weather, watering practices, iltttutE' ofsoi1, 
the disease problem, condition of the crop, incompatibility with other influencing factors in the use of this produCt 1ke beyoniJ' 
the control of the seller. To the extent consistent with applicable law, buyer assumes all risks of use, storage, or hanili'lg of this 
material not in strict accordance with directions given herein. NO OTHER EXPRESS OR IMPLIED WARRANTY OF THE 
FITNESS OR MERCHANTABILITY IS MADE. 
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Courier 

June 7, 2012 

Mr. Alan Reynolds 
Team Leader 
Microbial Pesticides Branch 

CEF""TIS 

Biopesticides and Pollution Prevention Division 
U.S. Environmental Protection Agency 

Re: Certis USA, L.L.C. 
Double Nickel 55 (EPA Registration No. 70051-108) 

Certis USA 
9145 Guilford Road 
Suite 175 
Columbia, MD 21046 

(30!) 604-7340 

Fax: 301-604-7015 
www .certisusa.com 

Notification of Revised Pests Not Approved for Use in California 
(per PR Notice 98-10) 

On behalf ofCertis USA, L.L.C. (9145 Guilford Rd, Suite 175, Columbia, MD 21046), 1 
am respectfully submitting the following documents to support a Notification to add 
asterisks to several pests, as requested by California DPR. These asterisks indicate that 
Double Nickel 55 (EPA Reg. No. 70051-1 08) is not approved for use on these pests in 
the state of California. In addition, the text "Hawaii only" has been added after the crop 
coffee. Please note that no other changes have been made to this labeL 

The following documents are enclosed: 

• EPA Fonn 8570-1; Application for Pesticide 
• Certification Statement per PF Notice 98-10 
• Copy of the EPA Stamped label 
• Marked version of the amended label 
• Clean copy of the amended label 
• Self-addressed, stamped postcard to be returned upon Notification acceptance 

Please do not hesitate to contact me if you have any questions about this submission. I 
can be reached by telephone at 301-483-3806, or by email at cdivelv@certisusa.com. 

Sincerely, 

$LL'7'\,~ 
Christine A. Dively , - J .., 
Director of Regulatory Affairs 
Certis USA, LLC. 
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Print Form 
1¥ •• ,. ,.. IIJilttUCtioJV on ,.v.n• b.f,. C()m •• form. Form A,p_ru:ovod. v.vfB N , 2070..0050 

Unitod Stataa ~ Registration OPP ldsntifiat Numbot 

&EPA Environmental Protection Agency Amendment 
Washington, DC 20460 Other 

Application for Pesticide ~ Section I 
1. Company/Pn:xluct Number 2. EPA Product Manager 3. Proposed Classification 
70051-108 A. Reynolds 

0None D Rostricted 
4. Company/Prcxluct {NIIIT\fl) 'M' 

Double Nickel 55 Microbial Pesticides Branch 

5. Name and Addt•tt of Applicant flncfudtt ZIP Codttl 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 

Certis USA, L.L.C. 
lb!lil. my product is similar ot identical in composition and labeling 
to: 

9145 Guilford Road, Suite 175, Columbia MD 21046 EPA Reg. No. 

D Cht~ck if this i.s • nflw addross Product Name 

Section -II 

D Amendment- Explain bolow, D Final printed labels in tasponuo to 
Agency Iotter deted 

D Resubmlsaion In rosponso to Agency latter doted D ·Mo Too• Application. 

El Notlf~eetion- Explain below. D Other- Explain bslow. 

Explanation: Uee additional pogolsl if noconery. IFot 11ection I end Section II.) 

Notification to revise certain pests with asterisks that indicate "Not for Use in California" per PR Notice 98-10 
See attached certification statement 

Section - Ill 
1. Meteriel Thito Ptoduet W~l S. Peckeged ln: 

Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2, Typo of Container 

[jv .. · ~v .. ~ 
v .. §M••• No No No PlaiJtic 

Giese 

• Cmtificstion must 
If ·ve•• No. pet If ·vas· No. per Paper 
Unit Peckoging wgt. contsinar Package wgt centainer Other ISpecifyl 

bo submitted 
I 

3. Location of Nat Contontt Information 4. Size{s) Rotail Contsinot 5. Locetlon of Lobel Directions 

0 0 Contain•r Sibs ~On Lobel 
Label On Labeling eccempenying product 

6. Manner in Which Lebel is Affbced to Product 
1C 

Uthograph D Other 
Paper ~lued 
Stonci od 

Section- IV 
1. Contact Point JCcmpf1r• it•ms dirt~erfy b•low for fdtmtiffcation of fndivfdual to b1 conracrsd, if n•c•ss•ry, ro proc11n this .pplicarion.) 

Nams 11tle Telephone No. {Include Aree Code) 
Christine A. Dively Director of Reg. Affairs 301-483-3806 

Certification 6. Oeta Applicotion 

1 certify that the t:tstementll I have made on this form and all ottschm&nts thetJto are true, occutoto and complete. Rocaivod 

I acknowledge thst any knowingly falae or misleading statement may be puni11hsble by fine or impri~onment or ,(Si:Bmped) 
both under appncsbte lew. 

2,s;0~~ /{. ~-
3. 11tle 

Director of Regulatory Affairs 

4. Typed NarM 5. Date 

Christine A. Dively June 7, 2012 

.. EPA F«m 857o-1 IRev. 6-941 PreVIOUS editions ate obsolete. Whh• - EPA FUt Copy lorlgltall /ellow- AppHcant Copy 
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NOTIFICATION STATEMENT 

CX-9030 EPA Reg. No. 70051-108-- in compliance with PR Notice 98-10 

"This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations 
at 40 CFR 152.46, and no other changes have been made to the labeling or the confidential 
statement of formula of this product. I understand that it is a violation of 18 U.S.C. sec. 
1001 to willfully make any false statement to EPA. I further understand that if this 
notification is not consistent with the terms ofPR Notice 98-10 and 40 CFR 152.46, this 
product may be in violation ofFIFRA and I may be subject to enforcement action and 
penalties under sections 12 and 14 ofFIFRA." 
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Double Nickel 55m 
BIOFUNGICIDE 

Water Dispersible Granular Biofungicide 

' FOR ORGANIC PRODUCTION OMRr 

Active Ingredient: 
Bacillus amyloliquefaciens strain D747* ........................................................ 25.0% 

Other Ingredients ...................................................................................................... 75.0% 
Total .......................................................................................................................... lOO.O% 
*Contains a minimum of 5x 10 10 colony-forming units (cfu) per gram 

EPA Reg. No. 70051-108 
EPA Est. No. 70051-CA-001 

Manufactured by: Certis USA, L.L.C. 
9145 Guilford Rd., Suite. 175 

Columbia, MD 21046 

NET WEIGHT: 5 LBS Lot No: 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
FIRST AID- Agricultural Usc 

Notification Accepted 

Date: rJ\JL 111 201Z 

Reviewer: 5,&..v1""- (:<W<-<t.i.\, 

IF IN EYES: Hold eyes open and rinse slowly and gently with water for 15-20 minutes. Remove contact 
lenses, if present, after the first 5 minutes, then continue rinsing eye. Call a poison control center or doctor 
for treatment advice. 

IF ON SKIN: Take off contaminated clothing. Rinse skin with plenty of water for 15-20 minutes. Call a 
poison control center or doctor for treatment advice. 

IF INHALED: Move person to fresh air. If person is not breathing, call 911 or an ambulance, then give 
artificial respiration, preferably mouth-to-mouth if possible. Call a poison control center or doctor for 
further treatment advice. 

Have the product label with you when calling a poison control center or doctor. 
Hot Line No.: 1-800-255-3924 for additional information 

PRECAUTIONARY STATEMENTS- Agricultural Use 

HAZARDS TO HUMANS & DOMESTIC ANIMALS 

CAUTION: Causes moderate eye irritation. Prolonged or frequently repeated skin contact may C[lUSe 
allergic reactions in some individuals. Avoid contact with eyes or clothing. Avoid breathing sp~-ay mist. 
Wash thoroughly with soap and water after handling and before eating, drinking, chewing gum, -LIS~ng 
tobacco or using the toilet. 
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PERSONAL PROTECTIVE EQUIPMENT (PPE) 

Applicators and other handlers must wear: 
• Long-sleeved shirt and long pants 
• Waterproof gloves 
• Shoes plus socks 

Mixer/loaders and applicators must wear a dust/mist filtering respirator meeting NIOSH standards of at 
least N-95, R-95, or P-95. Repeated exposure to high concentrations of microbial proteins can cause 
allergic sensitization. Follow manufacturer's instructions for cleaning and maintaining PPE. If no 
instructions are available, use detergent and hot water for washables. Keep and wash PPE separately from 
other laundry. 

When handlers use closed systems, enclosed cabs, or aircraft in a manner that meets requirements listed in 
the Worker Protection Standard (WPS) for agricultural pesticides, the handler PPE requirements may be 
reduced or modified as specified in the WPS. 

USER SAFETY RECOMMENDATIONS 

Users should: 
• Remove clothing/PPE immediately if pesticides get inside. Then wash thoroughly and put on 

clean clothing. 
• Remove PPE immediately after handling this product. Wash the outside of gloves before 

removing. AS soon as possible, wash thoroughly and change into clean clothing. 

ENVIRONMENTAL HAZARDS- Agricultural Use 

Do not apply directly to water or to areas where surface water is present, or to intertidal areas below the 
mean high water mark. Do not contaminate water when disposing of equipment washwaters or rinsate. Do 
not apply when weather conditions favor drift or runoff from treated areas. 

GENERAL INFORMATION 

DOUBLE NICKEL 55™ is a broad-spectrum preventative biofungicide for control or suppression of 
fungal and bacterial plant diseases. The active ingredient of DOUBLE NICKEL 55TM is a naturally 
occurring strain (D747) of the beneficial rhizobacterium Bacillus amyloliquefaciens, which colonizes 
roots, leaves, and other plant surfaces. D747 rapidly colonizes plant root hairs, leaves, and other surfaces, 
preventing establishment of disease-causing fungi and bacteria. 

DOUBLE NICKEL 55™ can be applied alone or in combination and/or rotation with chemical fungicides 
as a tool for integrated disease management in agricultural crops, ornamental and nursery plants, and 
turfgrass, in accordance with the most restrictive of those label limitations and precautions. DOUBLE 
NICKEL 55™ offers a valuable tool for management of resistance to chemical fungicides through its 
multiple and unique modes of action. 

DOUBLE NICKEL 55™ can be applied up to and including the day of harvest. 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. F0r !'lflj 

requirements specific to your State or Tribe, consult the State or Tribal Agency responsible fo:-gesticide 
regulation. Do not apply this product in a way that will contact workers or other persons, either directly or 
through drift. Only protected handlers may be in the area during application. 
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AGRICULTURAL USE REQUIREMENTS 

Use this product only in accordance with its labeling and with the Worker Protection Standard 40 CFR Part 
170. This standard contains requirements for the protection of agricultural workers on farms, forests, nurseries, 
and greenhouses and handlers of agricultmal pesticides. It contains requirements for training, decontamination, 
notification, and emergency assistance. It also contains specific instructions and exceptions pertaining to the 
statements on this label about personal protective equipment (PPE), and restricted entry intervals. The 
requirements in this box only apply to uses of this product that are covered by the Worker Protection Standard. 

Do not enter or allow worker entry into treated areas during the restricted entry interval (REI) of 4 hours. 

PPE required for early entry to treated areas that is permitted under the Worker Protection Standard and that 
involves contact with anything that has been treated, such as plants, soil or water is: cover walls, waterproof 
gloves, shoes plus socks. 

Exception: If the product is soil injected or soil incorporated, the Worker Protection Standard, under certain 
circumstances, allows workers to enter the treated area if there will be no contact with anything that has been 
treated. 

Non-Agricultural Use Requirements 

The requirements in this box apply to uses of this product that are NOT within the scope of the Worker 
Protection Standard for agricultural pesticides ( 40 CFR Part 170). The WPS applies when this product is used 
to produce agricultural plants on farms, forests, nurseries, or greenhouses. Keep unprotected persons out of 
treated areas until sprays have dried. 

MIXING AND HANDLING INSTRUCTIONS 

Mix the required amount of DOUBLE NICKEL 55™ in cool water with sufficient agitation to maintain a 
uniform suspension in the spray or mixing tank. Tank should be cleaned prior to use. Do not use highly 
alkaline or highly acidic water to mix sprays. Use a buffering agent if necessary to maintain neutrality 
(pH 6 to 8) of water in the tank. Maintain agitation during application. Apply immediately after mixing; 
do not allow spray mix to stand overnight. 

APPLICATION METHODS 

Ground: DOUBLE NICKEL 55™ can be applied in most commonly-used ground application equipment, 
such as tractor-mounted boom, airblast, high clearance, hosewend, backpack, and other pressurized 
sprayers; hosewend or handwheld sprayers; foggers or mist blowers; water wheel and other drench 
applicators; and shank or other soil injection method. 

Aerial: DOUBLE NICKEL 55TM can be applied by fixed or rotary winged aircraft in a minimum of 3 
gallons of water per acre. Standard precautions should be taken to minimize spray drift. 

Chemigation: DOUBLE NICKEL 55™ can be applied through drip (trickle) and sprinkler type irrigation 
equipment. Refer to the section entitled "Chemigation Instructions" for detailed instructions. 
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A \gncu tural crops 
CROPS 

DISEASES/PATHOGENS 
• (see footnotes for additional information) 

Vegetables and melons 

Brassica vegetables Pin rot complex (Alternaria!Xaurhomonas)* 
such as broccoli, cabbage, Leaf spots (Alternaria spp., Xonthomonas spp.) 
cauliflower, Brussels sprouts, Downy mildew (Peronospora spp.) 
kohlrabi, and other cole crops. Powdery mildew (Erisyplre polygoni) 

··oamping off,'' seedling blights, and root or crown diseases caused by Pytflimn, 
Rhizoctonia, F11sarinm, Phytophthora, or Verticiffium* spp. (see instructions below for 
'·Soil application''). 

Bulb vegetables Botrytis spp. (neck rot, leaf blight) 
such as onions, garlic, shallots, and Purple blotch (Alternaria spp.) 
others. Downy mildew (Peronospora spp.) 

Powdery mildew (Erisypfle spp.) 
Rust (Puccinia pori)* 
''Damping off:'· seedling blights, and root or crov.n diseases caused by Pythium, 

Rhi:::octouia, Fnsari11111, Phytopflthora, or Ferticiffium" spp. (see instructions below for 
'"Soil applicatioa"). 

Cucurbits Powdery mildew (Eri~yphe and Sphaerotheca spp.) 
such as cucumbers, squash (all types), Downy mildew (Pseudoperonosporo spp.) 
cantaloupes, muskmelons, Gummy stem blight (Didymella bryoniae and Phoma cucurbitaceomm) 
watermelons. and other melons. Sec instructions below for ·'Soil application" against the following diseases: 

\line decline (Monosporascus cannonbaffus)** 
Charcoal rot (Macrophominaphaseoli)** 
''Damping off;· seedling blights, and root or crown diseases caused by Pythimu, 

Rhizoctonia, Fusarium, Plrytophthora, or J'erticilfium* spp. 

Fruiting vegetables Bacterial spot (Xalllhomonas spp.)* 1 

s11ch as tomatoes, peppers, eggplant, Bacterial speck (Psendomonas syringae pv. tomato)* 1 

tomatillo, okra, and others. Gray mold (Botrytis cinerea) 
Powdery mildew* (Leveillu!a, Oidiopsis, Eris)phe, and Spfwerotfleca spp.) 
Early blight (Alternaria so/ani)* 
Late blight (Plrytoplrtlrora infestans)* 

See instructions below for '·Soil application'' against the following diseases: 
"Damping off,'' seedling blights, and root or crown diseases cmrscd by Pytftiwn, 

Rhi:::octouia, Fusm·ium, Pft)Jiophthoro, or Ferticillium* spp. 
Southern blight (Sclerotium rolfsii)* and** 

Leafy vegetables Downy mildew (Bremia lactucae, Peronospora spp.)* 
such as head and leaf lettuce, celery, Powdery mildew (Go{ovinom.vces (Erisyphe) cichoracem·um)* 
spinach, radicchio, anrgula, Bacterial blights 
watercress, and others (including Head and leaf drop (Scferotinia sppf 
lca(y Br·assica vegetables Sitch as Pink rot (Sclerotinia sclerotiomml 
mustard and collard greens, kale, bok Leaf spots (Cercospora spp.) 
choi, and related crops). See instructions below for ''Soil application'' against the following diseases: 

''Damping on:·· seedling blights, and root or crown diseases caused by Pyrftinm, 
Rhi:::octonia, F11sarium, Pflytophthora, or Vertici/lium* spp. 

Bottom rot (Rhizoctonia so/ani) 

Legume vegetables White mold (Sclerotinia sclerotioruml 
succulent and dried beans and peas Gray mold (Batty/is cinerea) 
such as green, snap, shell, and Lima Powdery mildew (Aficrospftael'O diffusa) 
beans, garbanzo beans, chickpeas, Rusts*, including Uromyces appendiculatus, Pnccinia spp., and Asian soybean rusl 
soybeans, dry beans, peas, split peas, (Pfwyosporo pachyrhizt) 
lentils, and other legumes. '·Damping off,'' seedling blighls, and root or crown diseases cmrsed by Pyrhi11m, 

Rttizoctonia, Fusari11111, Phytopftlfwra, or Verticiffimn* spp. (see instructions Uf'lnw for 
"Soil application''). 

---
Root, tuber, and corm vegetables Black root/crown rot (Afternoria spp.) 
such as potato, sweet potato, carrot, Bacterial leaf blight (Xa11tlwmonas campestris) 
cassava, beets, ginger, radish, Do\\TIY mildew (Peronospora spp.) 
horseradish 22

, ginseng, turnip, and Powdery mildew (Erisyphe spp.) 
other root, tuber and corm crops. Gray mold (Bo{Jytis spp.) 

White mold (Sc!erotinia sclerot iorumf 
Black leg /bacterial soft rot (Erwinia carotovora)** 
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Early blight (Alternaria solani)* 
Late blight (Phytophtlwra infeslans)* 
See instructions below for ·'Soil application" against the following diseases: 

Black scurf (Rhizoctonia solani) 
Cavity spot (Pythiwn spp.) 
"Damping off,'' seedling blights, and root or crown diseases caused by Pythinm, 

Rhizoctonia, Fusarinm, Phytophtlwra, or Verliciftium* spp. 

Other vegetables Botrylis spp. 
such as sweet com, popcorn, Rusts (Puccinia spp.) 
asparagus, peanut, and watercress White mold (Scferolinta scleroliornm}" 

Leaf spots (Cercospora and Cercosporidimn spp.)* 
''Damping off,'' seedling blights, and root or crown diseases caused by P.vlllinm, 
Rhi::oc/onia, Fnsarinm, Phytophtllora, or Verticilfium* spp. 
(see instructions below for ''Soil aoolication''). 

Tree fruits and nuts 

Citrus Alternaria leaf spot (Alternaria allernata) 
such as orange, lemon, lime, Postbloom fruit drop (Colletolrichw!1 acutatum)* 
grapefruit, tangerine (mandarin), Greasy spot (Mycosphaerel!a cilri)*' 
tangelo, pummelo. and other citrus Citrus canker (Xanthomonas campestris pv. cttri)1 

Scab (E!sinoe fmrcelli)*4 

Melanosc (Diaporl/!e citri)* 

Po me fruits Powdery mildew (Podosplwe1·a leucolriclwi 
such as apple, pear. crabapple, quince, Scab (l'eulnria spp.)* 
and others Flyspeck (Zygophialajamaicensis)6 ** 

Sooty blotch disease complex6 ** 
Brooks spot (Mycospl/(/erefla pond)~** 
Bot roliwhite rot (Bot1yosphaeria doll1idea)6 ** 
Bitter rot (Co!letotrichum sppf 
Cedar apple rust (Gymuosporangimnjuniperi-virgiuianae)6 ** 
Fire blight (Envinia amylovora)*7 

Stone fruits Powdery mildew (Sphaerol!wca and Podosphaera spp.)*3 

such as apricot, cherry, nectarine, Bacterial canker (Pseudomonas spp.) 
peach, plum, prune, pluot, and otl\crs Brown rot blossom blight (Monilinia (axa)9 

Brown rot (itlonilinia fmclicola)* 10 

Gray mold (Botrylis ciuerea)10 

Peach leaf curl (Taplzrirw defotmans) 
Bacterial leaf spot (Xanlhomonas arbicola 
Rusty spot (Podosphaera leucotric!Ia)1 

pv.pr1111i) 1 

Tree nuts Walnut blight (Xanllwmonas campestris) 11 

such as almond, pistachio, pecan, Anthracnose (Cofletolrichnm acntat1IIII )* 
walnut, filbert, hazelnut, chestnut, Bacterial canker (Pseudomonas syringae) 
macadamia, and other tree nuts. Shot hole (Wifsonomyce~· carpopl!ilns)* 

Brown rot Uionilinia spp.)* 
Pecan scab (C!adosprimu cmyigemml )* 1 and** 

Pomegranates Leaf and fruit spots (Cercospora, G!oeosporium and l>estalolia spp.)1 

Fruit rots (Alternaria, Botrytis, and other spp.)10 

Powdery mildew (Sp/l(lerolheca pannosa) 

Other fruits 

Strawberry Powdery mildew (Sphoerotlleca macularis, Erisyp{le spp.)* 12 

Gray mold (BoiJytis cinerea)* 11 
. 

Anthracnose ( Caftetotrichum acutatum) 
Angular leaf spot (Xanllwmonas frogarine) 1 

For the following diseases, see instructions below for •·Soilupplication" (and also rc.0t dip 
' 

instructions22
): ' 

"Damping off' and root or crown diseases caused by Rhi:octo11ia, Fnsatimn, !': ·t_'I:.,m, I 
Phytop{Jtlwra, and/or Verlici!limn* spp. 

I Charcoal rot (i\1acropl1amina plwseolina)** . 

Page 5 of13 111



Berries, including blueberry, Mummy berry (Mouilinia vaccinii-co!J•mbosi)* 
blackberry, raspberry, loganberry, Botrytis blight (Botrytis cinerea) 
huckleberry, gooseberry, elderberry, Bacterial canker (Pseudomo11as spp.) 13 

cranberry (non-flooded fields), Anthracnose fruit rot (Coffetotrichnm acutatum )10 

currant, and other berries 

Grapes Powdery mildew (Erisyphe (formerly Uncimzlo) necator)14 

including wine gmpes, table grapes, Gray mold (Botrytis cinerea)15 

and raisins Sour rot complex1
' 

Downy mildew (P!asmopara viticola)* 
Phomopsis (PI!omopsis viticola) 16 

Eutypa (Eutypa fata) 11 

Tropical fruits Anthracnose ( Col!etotriclmm spp.) 

such as avocado 1a, mango 1&, papaya19
, Scab (Splwcetoma perseae) 

pineapple19
, banana, plantain, and Bacterial canker (Xamhomonas campestris) 

others. Sigatoka ( J{vcosphaerella fifiensis )20 

Other Crops 

Herbs and spices Powdery mildews (Oidium spp. and others) 
such as basil, thyme, coriander, dill, Dnwny mildews (Peronospora spp. and others)* 
cilantro, parsley, mint, and others. Damping off diseases (Rhi::octonia, Pythinm, A!temaria, and Fnsarium spp.) 

Leaf spots (Alternaria, Septaria, Colletotrichum, and Cercospora spp.)* 
Bacterial diseases (Envinia, Xanthomonas, and Pseudomonas spp.) 
Rusts (Pnccinia spp. and others) 
"Damping off' and root or crown diseases cm1scd by Rhi::octonia, Fusarium, Pylflinm, 

Phytophthora, and/or Verticillium * spp. (see instructions below for "Soil application''). 

Coffee (Hawaii only) Coffee berry disease ( Co!fetotrichum coffianum) 1 

Coffee rust (!femileia vastatrix) 1 

Anthracnose ( Colletotriclmm spp.) 
Bot1ytis flower blight 
Cercospora leaf spot and berry blotch 
"Damping off' and root or crown diseases caused by Rl!izoctonia, Fusarium, Pythium, 

Pbytophthora, and/or Verticillimn* spp. (sec instructions below for "Soil application'"). 

Tobacco Angular leaf spot (Psendomonas spp.) 
Anthracnose (Colletotrichmn and Glomerella spp.) 
Blue mold or downy mildew (Peronospora spp.)* 
Brown spot (Alternaria) 
Bam spot! frogeye leaf spot (CeJTcosporo nicotianae)10 

Collar rot (Sc!erolinia slcerotiornmi 
Gray mold (Botrylis ciuerea) 
Powdery mildew (Ez}•siplze cichoraceamm) 
Target ~pot (Rhi::.octonia so/ani) 
Sec instruetinns below for "Soil application" against the following diseases: 

"Damping oft;'' seedling blights, and root or crnwn diseases caused by Pythium, 
Rlzizactollia, Fusarium, 0/pidimu, Phytophtho1·a, or Ferticillium* spp. 

Charcoal rot (Uacroplzomina phaseolina) 
Black root rot (Thielaviopsis basicola) 
Black shank (Phytophtf1ora spp.)* 
Snuthem blightlsouthcm stem rot (Sclerotium rolftii)* 

Mint Rust (Pnccinia spp.) 

Hops Powdery mildew (Sphaerottwca macnlaris/1 
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Footuotcs: 

*Suppression only; for improved control mix or rotah' with dl\•mical fungicide approved for such usc_ **NOT FOR USE IN CALIFORNIA 
1 Tank mix or rotate with copper-based fungicides at label rates for improved controL 

lApply at or immediately following planting {but before plant emergence) as a banded seed line treatment 4 to 6 inches wide. Make second application at 
thinning or cultivation in sufficient water and multiple nozzh'S to ensure thorough coverage of lower leaves and surrounding soil surfa..·e. Incorporation 
with light irrigation after application may improve disease controL Repeat at I 0-14 day intervals if conditions promoting disease persist. 

1 For greasy spot Slip pression, apply at first new foliar flush and repeat with each new flush. Tank mix with spray oil or copper hascd fuogicidc at labeled 
rates. 

4 For suppr\'Ssion of citrus scab, start applications at first new foliage flush and repeat at petal fall and when l'i"uit are y, inch in dianl•:ter. 
5 Make first application at or before tight cluster if conditions favor disease dC\'\'Iopnl\'nt. Repeat at 7-10 day intervals through the second cowr spray or 

long..'r on susceptible varieties or if environmental conditions favor rapid disease development. 
6 Begin applications before bloom when cnvironnl\'ntal conditions favor disease development, repeating at 7 to 14 day intervals or as needed. Control may 

be cnhan~d by addition of a surfa\'tant to improve spray coverage. Usc only surlbclants known to be safe for11se on the crop and for which such use is 
allowed. 

'Rotate with antibiotics registered for fire blight control for improved performance. Begin applications at 1-5% open blossoms and repeat every 3-7 days 
as necessary until petal fall, when intervals can be incn:ased to 7 days, Double Nickel 55n1 can also be used in summer '·cover spray" applications to 
control the shoot blight phase of fire blight and summer diseases. Can be mixed with copper fungicides to improve controL 

~Make first 11pplication at popcorn stage and repeat every 7 days. 

"Start applying at early bloom stage and repeat every 7 days tlirm1gh petal faiL 

w Pre-harvest applications in sufficient water to cover frnit or other harvested plant parts may improve control of postharvest inl'ections. 

"Begin applications at or bctbrc pistillate bloom, repeating every 7-10 days. Apply before rainfall if possible, and tank mix or rotate with a copper-based 
bactericide registered for such use for improved controL 

12 Start a11plications at or just before flowering and repeal every 7-10 days as needed through harvest. 

"Apply before fall raios and again dnring dom1ancy before spring groJ\1h. 
11 Start applications when new shoots are y, to l y, inch\'S long. Repeat at 3-5 inches, 8-10 inches, and then at 7-10 day intervals until disease conditions no 

longer exist 
15 Apply at bloom, before btmch closnre, at \'\'raison, and before harvest 
16 Apply when shoots are y, to I inch long and again when 6-8 inches long. 

" Mix 2 flnid ounces Donblc Nickel 55n1 per gallon of water and apply to pruning wounds. 
1~ Apply at budbreak and repeat on 14-21 day interval as needed through hai'\-\'St. 

'"Apply at flowering aod reptat on 14-21 day interval as m:eded through harvest 
10 Apply at first appearance oflcaves and I\' peat at 7-21 day inl\•rvals as needed, in S11ff1cicnt water to obtain thorough cowragc or lbliage. Tank mix with 

spray oil or other registered fungicides for improved controL 

"Mix 6 toiO llnid ounces Do11ble Ni\'kei55HI per 100 gallons of water and apply in minim11m ol'20 gallons per acre form emergence to training, 50 
gallons per acre from training to wire, and tOO gallons per acre from wire touch thro11gh harvest. 

1' For treatment of horseradish or strawb\'ITY roots immediately before transplanting: immerse hare roots {individnally or in bunches) for I 0 seconds in a 
SIISpcnsion of I to 2 pints Double Nick\•155n' P\'r gallon of water. 
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Foliar application: For control of diseases on foliage, jlmvers, fruit, or other above-ground parts of 
plants: Mix DOUBLE NICKEL 55™ in water and apply as a spray at a rate of0.25 to 3 pounds per 
acre in sufficient water to achieve thorough coverage of the crop canopy with minimal runoff. Begin 
applications at crop emergence, transplanting, or when conditions are conducive to development of 
disease. Repeat application every 7 to 10 days, or as needed, for as long as conditions favor disease 
development. Lower rates (0.25 to 1 pound per acre) may be applied under light disease pressure, to 
smaller (e.g. newly-emerged) plants, or when DOUBLE NICKEL 55™ is used in a tank mix with other 
fungicides whose labels allow such use. Under moderate to severe disease pressure, or when 
environmental conditions and plant stage are conducive to rapid disease development, use higher label 
rates (1 to 3 pounds per acre), apply more frequently (every 3 to 7 days), and mix or rotate DOUBLE 
NICKEL 55™ with other fungicides for improved performance. 

Soil application: For control of soilborne diseases infecting seeds, seedlings, roots, crown, stems, or 
other plant parts below ground or in contact with soil: Apply DOUBLE NICKEL 55™ at 0.125 to 1 
pound per acre. Mix the required amount in sufficient water to apply by one of the following methods: 

• Soil drench applied to transplants in flats or pots in the greenhouse or nursery any time prior to 
transplanting (see additional drench instructions under "Nurseries, greenhouses, shade houses, and 
ornamental plants" below). 

• Soil drench at transplanting, using a "water wheel" injector, spray nozzles/hoses, or other method to 
drench each root ball and/or planting hole. 

• Soil or seedline drench, or banded spray (in-fun·ow) at planting. See the section on "Banded (in-
furrow) application" below for additional instructions. 

Follow-up (post-planting) preventative applications can be made every 2-4 weeks by one or more of the 
following methods, if needed: 

• Drip (trickle) or any type of sprinkler irrigation, any time after planting or transplanting. See 
Chemigation Instructions for additional information. 

• Spray directly onto the soil surface and/or lower plant pm1s. If targeting root disease, follow 
immediately with sufficient overhead sprinkler irrigation to move DOUBLE NICKEL 55™ to the 
root zone. 

• Injection directly into the rooting zone using shanks or similar equipment. 

Lower rates (0.125 to 0.5 pounds per acre) may be applied under light disease pressure, to smaller plants, 
or when DOUBLE NICKEL 55™ is used in a tank mix with other fungicides whose labels allow such 
use. Under moderate to severe disease pressure, or when environmental conditions and plant stage are 
conducive to rapid disease development, use higher label rates (0.5 to 1 pound per acre), apply more 
frequently (every 2 weeks), and mix or rotate DOUBLE NICKEL 55TM with other fungicides for 
improved perfonnance. 
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Banded fin-(iJrrmF) application: Use the table below to determine the correct application rate of 
DOUBLE NICKEL 55™ per 1,000 row feet, based on row spacing and desired rate per acre. Mix the 
required amount of DOUBLE NICKEL 55™ in water and apply as banded spray (4" to 6" wide) or 
seedline drench centered over the planting furrow. Apply directly over seeds in the furrow just before 
they are covered with soiL The volume of water required per acre or per 1,000 row feet will depend on 
the application equipment used. Consult your local cooperative extension service if you need assistance 
calibrating band spraying equipment. 

Rates for banded (in-furrow) application: Find desired application rate in the ldl colunm. Read across that line to the 
correct row spacing indicated at the top to lind the number of ounces (dry) per 1,000 row feet that will provide the desired 
application rate per acre. To convert to level teaspoons, multiply the number of ounces by 8.2. For level tablespoons, 
multiply the number of otu1ccs by 2. 75. 

Rate/acre S ace between rows inches 
( ounds 12 " 16 18 20 22 24 26 28 30 32 34 36 38 40 
0.25 01 01 0.1 0 I 0.2 0.2 0.2 0.2 0.2 0.2 0.2 0.3 0.3 OJ OJ 
03 0.2 0.2 0.2 0.3 0.3 OJ 0.4 0.4 0.4 0.5 0.5 0.5 0.6 0.6 0.6 
0.75 0.3 OJ 0.4 0.4 0.5 0.5 0.6 0.6 0.6 0.7 0.7 0.8 0.8 0.9 0.9 
1.0 0.4 0.4 0.5 0.6 0.6 0.7 07 0.8 0.9 0.9 1.0 1.0 1.1 1.2 12 
1.25 0.5 0.5 0.6 0.7 0.8 08 0.9 1.0 1.1 1.1 1.2 13 1.4 1.5 1.5 
1.5 0.6 0.6 0.7 0.8 0.9 1.0 1.1 1.2 1.3 1.4 15 1.6 1.7 1.7 1.8 
1.75 0.6 0.7 0.9 1.0 It 12 13 1.4 1.5 1.6 1.7 1.8 19 2.0 2.1 
2.0 0.7 0.9 1.0 1.1 1.2 13 1.5 16 1.7 1.8 2.0 2.1 2.2 2.3 2.4 ,. 
---~ 0.8 10 It 12 1.4 1.5 1.7 1.8 1.9 2.1 2.2 2.3 2.5 2.6 2.8 
2.5 0.9 1.1 1.2 1.4 1.5 1.7 1.8 2.0 2.1 2.3 2.4 2.6 2.8 2.9 3 I 
2.75 10 1.2 13 1.5 1.7 19 2.0 2.2 2.4 2.5 2.7 2.9 3.0 3.2 3.4 
3.0 It 13 1.5 1.7 1.8 2.0 2.2 2.4 2.6 2.8 2.9 3 I 3.3 3.5 3.7 

Nurseries, greenhouses, shadehouses, and ornamental plants: 

Spray application: Mix 0.25 to 3 pounds of DOUBLE NICKEL ssnt per 100 gallons of water and 
apply as a foliar spray of sufficient volume to wet the entire plant with minimal runoff. Begin 
preventative applications at plant emergence and repeat every 3-28 days as needed (every 3-7 days if 
disease pressure is high or environmental conditions are highly favorable to disease outbreak, I 0-28 days 
under low pressure or less conducive conditions). 

Drench application: Mix 0.125 to 2 pounds of DOUBLE NICKEL ssnt per 100 gallons of water and 
apply as a drench or coarse spray to soil or other growing media in pots, flats, plugs, trays, or planting 
beds, for control or suppression of soilborne diseases of seedlings, cuttings, bedding plants, and 
transplants (including vegetables and other transplanted food crops). Make first application at or 
immediately before seeding, sticking, germination, or transplanting. Repeat applications every 14-28 
days as needed. Transplants can be treated immediately before transplanting into field soils to protect 
against damping-off and other diseases that reduce plant establishment. 

Cutting or root dip: Dip basal end of cuttings or bare roots (individually or in bunches) in a suspension of 
1 to 2 pounds of DOUBLE NICKEL 55nt per gallon of water. Immerse for 5-10 seconds 
immediately before planting. 
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Chemigation: Mix 0.125 to 2 pounds of DOUBLE NICKEL 55TM per 100 gallons of water and apply 
via drip, handheld, or sprinkler irrigation systems. Refer to "Chemigation Instructions" for more details. 

CROPS/USE SITES DISEASES/PATHOGENS 

Indoor, outdoor, and shade- or other Powdery mildews caused by Erisyphe, Podosphoel"a, Sphaerotheca, Oidium, and 
cover-grown ornamental trees and shrubs, Go!ovinomyces spp.) 
flowering plants, lOliagc plants, tropical Anthracnose (Col!etolrichum spp.) 
plants, poned plants, polled or cut Bacterial leaf spots caused by Erwinia, Pseudomonas. and Xanlhomonas spp. 
flowers, bedding plants, forestry Damping-off disease (Rhi::octonia, Pythium, Fusarium spp.) 
seedlings, conifer production for Late blight, blackeye, and root rots caused by Phytophlhoro spp. 
reforestation, fruit trees, vegetables and Gray mold and blight caused by Botrytis cinerea 
other crops grown in greenhouses or Black root rot (Aspergi!!us spp.) 
nurseries. Black spot of roses (Diplocarpon rosa e) 

Downy mildew (Peronosporo spp.) 
Leaf spots caused by Alternaria, Septol'ia, Cercospora, Entomosporium, 

He!milllhosporium, and Myrolhecium spp.) 
Rust (Puccinia spp.) 
Scab (Ven/llria spp.) 
Root rot, boltom rot, or stem rot caused by Rhizoc/onia soloni 
Scleroliuia blight 
F11Sarium wilts 

Turfgrass application: For control of foliar diseases, apply DOUBLE NICKEL 55™ at 0.5 to 1 ounce 
per 1,000 square feet as a ground~directed spray in sufficient water to provide thorough coverage. To 
control root and crown diseases in or on the soil, immediately follow the spray with sufficient overhead 
sprinkler irrigation to move the product into the root zone. 

USE SITES/CROPS DISEASES/PATHOGENS 

Turf, sod, lawns, golf course (fairways, Anthracnose ( Col!etotriclmm graminico!a) 
roughs, greens, tees), grass seed production Brown patclt (Rhizoctonia so/ani) 

Including but not limited to: Bluegrass, Dollar spot (Lanzia and Moe!lerodiscus spp., formerly Sc!erotinia !wmeocarpa) 

Bentgrass, Bcrmudagrass (common & Powdery mildew (Eris}phe graminis) 

ltybrid), Dichondra, Fescue, Orchardgrass, Rust (Pnccinia spp.) 

Poa amma, St. Augustine grass, Ryegrass, Gray leaf spot (Pyricu!aria grise a) 

Zoysia, mixtures, and other grasses or ·'Damping of'r' or seedling blights caused by f>ylhimu 

ornamental turf 

STORAGE AND DISPOSAL 

Do not contaminate water, food, or feed by storage and disposal. 

Pesticide Storage: Store in a dry area inaccessible to children. Store in original containers only. 
Keep container closed when not in use. 

Pesticide Di~posal: Wastes resulting from the use of this product may be disposed ofonsite or 
at an approved waste disposal facility. 

Container Handling: Nomefillable container. Do not reuse or refill this container. Cm.IPfe_tdy 
empty bag into application equipment. Then offer for recycling if available or dispose ofem.pty 
bag in a sanitary landfill, or by incineration, or if allowed by state and local authorities, Ly 
burning. If burned, stay out of smoke. 

----
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CHEMIGATION INSTRUCTIONS 

General information: 

Apply this product only through drip (trickle) irrigation (including micro-irrigation through spaghetti 
tubes or individual tubes) or sprinkler irrigation (including impact or microsprinklers, overhead boom, 
solid set, lateral move, end tow, side-roll, center pivot, or hand move, including mist-type systems); or 
with hand-held calibrated irrigation equipment (such as a hand-held wand with injector). Do not apply 
this product through any other type of irrigation system. 

Crop injury or lack of effectiveness can result from non-uniform distribution of treated water. 

If you have questions about calibration, contact State Extension Service specialists, equipment 
manufacturers or other experts. 

Do not connect an irrigation system (including greenhouse systems) used for pesticide application to a 
public water system unless the pesticide label-prescribed safety devices for public water systems are in 
place. 

A person knowledgeable of the chemigation system and responsible for its operation, or under the 
supervision of the responsible person, shall shut the system down and make necessary adjustments should 
the need arise. 

Public water system means a system for the provision to the public of piped water for human 
consumption if such system has at least 15 service connections or regularly serves an average of at least 
25 individuals daily at least 60 days out of the year. 

Chemigation systems connected to public water systems must contain a functional, reduced-pressure 
zone, backflow preventer (RPZ) or the functional equivalent in the water supply line upstream from the 
point of pesticide introduction. As an option to the RPZ, the water from the public water system should 
be discharged into a reservoir tank prior to pesticide introduction. There shall be a complete physical 
break (air gap) between the outlet end of the fill pipe and the top or overflow rim of the reservoir tank of 
at least twice the inside diameter of the fill pipe. 

The pesticide injection pipeline must contain a functional, automatic, quick-closing check valve to 
prevent the flow of fluid back toward the injection. 

The pesticide injection pipeline must contain a functional, normally closed, solenoid-operated valve 
located on the intake side of the injection pump and connected to the system interlock to prevent fluid 
from being withdrawn from the supply tank when the irrigation system is either automatically or manually 
shut down. 

The system must contain functional interlocking controls to automatically shut off the pesticide 
injection pump when the water pump motor stops, or in cases where there is no water pump, when the 
water pressure decreases to the point where pesticide distribution is adversely affected. 

Systems must use a metering pump, such as a positive displacement injection pump (e.g., diaphragm 
pump) effectively designed and constructed of materials that are compatible with pesticides and_capable 
of being fitted with a system interlock. 

Do not apply when wind speed favors drift beyond the area intended for treatment. 

Remove scale, pesticide residues, and other foreign matter from the chemical supply tank and injecto:· 
system and flush with clean water before use. Failure to provide a clean tank, free of scale or P~<;i{iues 
may reduce effectiveness of this product. 
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Drip (trickle) and micro-irrigation chemigation: 

1. The system must contain a functional check valve, vacuwn relief valve and low pressure drain 
appropriately located on the irrigation pipeline to prevent water source contamination from backflow. 

2. The pesticide injection pipeline must contain a functional, automatic, quick-closing check valve to 
prevent the flow of fluid back toward the injection pwnp. 

3. The pesticide injection pipeline must also contain a functional, normally closed, solenoid-operated 
valve located on the intake side of the injection pump and connected to the system interlock to prevent 
fluid from being withdrawn from the supply tank when the irrigation system is either automatically or 
manually shut down. 

4. The system must contain functional interlocking controls to automatically shut off the pesticide 
injection pump when the water pump motor stops. 

5. The irrigation line or water pump must include a functional pressure switch which will stop the water 
pump motor when the water pressure decreases to the point where pesticide distribution is adversely 
affected. 

6. Systems must use a metering pump such as a positive displacement injection pump (i.e., diaphragm 
pump) effectively designed and constructed of materials that are compatible with pesticides and 
capable of being fitted with a system interlock. 

7. Dilute the product in water following the label mixing directions. lt may be premixed in a supply tank 
with water, fertilizer, or other appropriate tank-mixed agricultural chemicals. Agitation is necessary. 
Apply to moderately moist soils. Use volumes that thoroughly wet the soil but that do not cause 
significant runoff or excessive drip from pots. Application should be continuous in sufficient water to 
apply the recommended rate evenly to the entire treated area. 
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Sprinkler chemigation: 

1. The system must contain a functional check valve, vacuum relief valve, and low pressure drain 
appropriately located on the irrigation pipeline to prevent water source contamination from backflow. 

2. The pesticide injection pipeline must contain a functional, automatic, quick-closing check valve to 
prevent the flow of fluid back toward the injection pump. 

3. The pesticide injection pipeline must also contain a functional, normally closed, solenoid-operated 
valve located on the intake side of the injection pump and connected to the system interlock to prevent 
fluid from being withdrawn from the supply tank when the irrigation system is either automatically or 
manually shut down. 

4. The system must contain functional interlocking controls to automatically shut off the pesticide 
injection pump when the water pump motor stops. 

5. The irrigation line or water pump must include a functional pressure switch which will stop the water 
pump motor when the water pressure decreases to the point where pesticide distribution is adversely 
affected. 

6. Systems must use a metering pump, such as a positive displacement injection pump (i.e., diaphragm 
pump) effectively designed and constructed of materials that are compatible with pesticides and 
capable of being fitted with a system interlock. 

7. Dilute the product in water following the label mixing directions. It may be premixed in a supply tank 
with water, fertilizer or other appropriate tank-mixed agricultural chemicals. Agitation is necessary. 
Apply to moderately moist soils. Use volumes that thoroughly wet the soil but that do not cause 
significant runoff or excessive drip from pots. Application should be continuous in sufficient water to 
apply the recommended rate evenly to the entire treated area. 

8. Do not apply when wind speed favors d1ift beyond the area intended for treatment. 

WARRANTY 

Certis USA, L.L.C. warrams Ihat the material contained herein conforms 10 I he description on the label and is reasonably fii t"ar 
the purpose referred to in the directions for use. Timing and method of application, wemher, wmering practices, n3t'ufc ofsoii, 
the disease problem, condiiion of the crop, incompatibilily with other influencing faciOrs in I he use of this product are beyond 
the comrol of the seller. To I he extent consiSient with applicable law, buyer assumes all risks of use, storage, or hanJii,tg of this 
mmerial not in strict accordance with directions given herein. NO OTHER EXPRESS OR IMPLIED WARRANTY OF THE 
FITNESS OR MERCHANTABILITY IS MADE. 
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Hand-Delivered 

March 22, 20 12 

Sheryl Reilly, Ph.D., Chief 
Microbial Pesticides Branch 

I 

Biopesticides & Pollution Prevention Division (7504P) 
Office of Pesticide Programs 
US Environmental Protection Agency 

Re: Certis U.S.A., L.L.C. 
Submission of Final Printed Labels 

Dear Dr. Reilly; 

Cern:-. lbA 
9!-15 Ciuilford Road 
Suite 175 
Columbia. MD 210<-16 

(30l) 60-4-7340 

Fa\.: 301-60-1-70!5 
Y:\VW .CertiSI(S<J.CODl 

On behalf of Ceriis U.S.A., L.L.C. (9145 Guilford Road, Suite 175, Columbia, Maryland 21 046), 
I respectfully submit final printed labels for the fol!o'wing products: 

• PFR-97 20% WDG EPA Registration No. 70051-19 
• Double Nickel LC EPA Registration No. 70051-107 
• Do11ble Nickel 55 EPA Registration No. 70051-108 

Enclosed are EPA Form 8570-1 and two copies of the final printed label for each product 

Please do not hesitate to contact me if you have any q11estions about this submisSiOO' I ca!l be 
reached by telephone at 30 1-483-3806 or by email at cdi\'eiy((/::cenisu$a.com. 

Sincerely, 

~9\n() 
C-Iu·istine A. Dively ~-.. 
Director of Re~,rulatory Affairs 
Certis USA 

Enclosure 

120



Ft ..... '" ~Me No. 
I Print Form I 

00. ··~"=· 
United Stateo Registration OPP ldentiftflr Number 

&EPA Environmental Protection Agency -
Amendment 

Washington, OC 20460 ~ Other 

1 for I - 1_1_ 
. Company/Product Number 2. EPA Pr<XIuct Managat 13. Propooad Clasoifioation 

70051-108 Reynolds 0Non. D Rs~<trictod 
4._ !Nama) P~~crobial Pesticides Branch 

is. Nama and Addra" of Applicant (Include ZIP t;()d•J 6. Expedited Review. In accordance with FIFRA Section 3(c)(3) 
lb)fi), my product is similar or identical in composition and labeling 

~~~:s US~, LL.C. 
Suite 175 

ito' 

:~t~"' l.!V~ " EPA Reg. No. 

I,.... this is a n11w addr~~SS Product Name 

1 - II 

D Amandmont • Ex:plain balow. 0 Final printed label& in raspon11a to 
Agency !attar dated D Rasubmisoion In raopomu1 to Agoncy latter dated D wMa Too" Application. 

I EJ Notification· Explain balow. EJ Other- Explain below. 

U.e additional pagolc) if noceGoary. IFOI section I end Sectien II.) 

Submission of final printed labels per PR Notice 98-10. 
"This notification is consistent with the provisions ofPR Notice 98-IO and EPA regulations at 40 CFR I52.46, a11d no other changes have 
been made to the labeling or the confidential statement of formula of this product. I understand that it is a violation of IS U.S.C. see. 
IOOI to willfully make any false statement to EPA. I further understand that ifthis notification is not consistent with the terms of PR 
Notice 98-IO :n1~ 40 CFR I52.46, this product may be in violation ofFtFRA and I may be subject to enforcement action and penalties 

and I4 · 

I - Ill 
l1. M"'onol Tho "'""""'Will .. ""' Child·Rnistent Pl!lck.aging I Unit Packaging I Water Soluble Pock.aging 2.. Type of Container 

~r·· 
r Yec r v •• ~M•~ lx No ~ Plutic 

No No Giese 

If -.v,.· Na. P!'r ---=-~~· wgt 
No. P" Paper 

• CortifiClltion must wgt. container Other, ... 
b11 submftted 

3. ,., No< I Ro<o ; us;~~,r;"'' l8J Lebel 0 Containe1 Sibs l r,od,ot 

6. Mennar in Which Lebel ia Affixed to P1oduct IK= U Other 

; 

-IV 
1. "' '"''' 
No~ Title Telephone No. (if,Culae' Aree Code) 

Christine A. Dive(y Director of Reg. Affairs 301-483-3806 

Certification 6, Date APplication 

1 certify that the stetoments 1 have made on this form and all attachments thereto a1e true, accurote und complete. Racoivad 

lecknowlotdge that any knowingly felso or misleading stotament mey be punishable by fine 01 imprisonment or (Stamped) 
both under appOcable law. 

~ 

2.Signature ~ r:r ./) 3, Tttle 

A. Director of Regu(atory Affairs 
f... 

'YP N~o 5. Date 

Christine A. Dive(y March 22, 2012 

n 8570..1 IRav. 8-94) Previous editions l!lre Whhe ·EPA F1J. Copy (original) Vallow • AppUcant Copy 
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( 

oubleNickel55™ 
REVIEWED 

Water Dispersible Granular Biofungicidevn accordance with PR Notice 82-L 
'\based on droft labeling dated 

~~ FOR ORGANIC PRODUCTION 

Active Ingredient: 
Bacillus amyloliquefaciens strain D747* 

other Ingredients: . 

Total 
Contains a minimum of 5><10'Q colony-forming units (cfu) per gram 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

FIRST AID -Agricultural Use 
If in eyes: Hold eyes open and rinse slowly and gently with water 
for 15-20 minutes. Remove contact tenses, if present, after the 
first 5 minutes. then continue rinsing eye. Call a poison control 
center or doctor for treatment advice. 
If on skin: Take off contaminated clothing. Rinse skin with plenty 
of water for 15-20 minutes. Call a poison control center or doctor 
for treatment advice. 
If inhaled: Move person to fresh air. If person is not breathing, call 
911 or an ambulance, then give artificial respiration, preferably 
mouth-to-mouth H possible. Call a poison control center or doctor 
for further treatment advice. 
Have the product label with you when calling a poison control 
center or doctor 
Hot Line No.:1-800-255-3924 for additional in1ormation 

PRECAUTIONARY STATEMENTS -Agricultural Use 
HAZARDS TO HUMANS & DOMESTIC ANIMALS 
CAUTION: Causes moderate eye irritation. Prolonged or frequently 
repeated skin contact may cause allergic reactions in some 
individuals. Avoid contact with eyes or clothing. Avoid breathing spray 
mist. Wash thoroughly ;vi!h soap and water after handling and before 
eating, drinking, chewing gum. using tobacco or using the toilet 

PERSONAL PROTECnVE EQUIPMENT (PPE) 
Applicators and other handlers must wear. 

Long-sleeved shirt and long pants 
• Waterproof gloves 
• Shoes plus socks 
Mixer/loaders and applicators must wear a dust/mist f1ltering 
respirator meeting NIOSH standards of at least N-95, R-95, or P-95. 
Repeated exposure to high concentrations of microbial proteins can 
cause allergic sensitization Follow manufacturer's instructions for 
cleaning and maintaining PPE. H no instructions are available, 
use detergent and hot water for washables Keep and wash PPE 
separately from other laundry. 

When handlers use closed systems, enclosed cabs, or aircraft in 
a manner that meets requirements listed in the Worker Protection 
Standard (WPS) for agricultural pesticides. the handler PPE 
requirements may be reduced or modif1ed as specified in the WPS. 

25.0% 
75.0% 

100.0% 

Net Contents: 5 Pounds 
EPA Reg. No. 70051-108 
EPA Est. No. 70051-CA-001 

Lot No: 

Manufactured by. 
Certis USA, L.L.C 
9145 Guilford Rd. Suite 175 
Columbia. MD 21046 

CERTIS 

USER SAFETY RECOMMENDATIONS 
Users should: 

Remove clothing/PPE immediately if pesticides get inside. 
Then wash thoroughly and put on clean clothing. 
Remove PPE immediately after handling this product. Wash 
the outside of gloves before removing. As soon as possible, 
wash thoroughly and change into clean clothing. 

ENVIRONMENTAL HAZARDS· Agricultural Use 
Do not apply directly to water or to areas where surface water is 
present, or to intertidal areas below the mean high water maril. Do 
not contaminate water when disposing of equipment washwaters or 
rinsate. Do not apply when weather conditions favor drift or runoff 
from treated areas. 

GENERAL INFORMATION 
Double Nickel 55 is a broad-spectrum preventative biofungicide 1or 
control or suppression of fungal and bacterial plant dhease:. The 
active ingredient of Double Nickel 55 is a naturally O<,Q.Jrrln'J -strain 
(D747) of the beneficial rhizobac!erium Bacillus amylo/iquefaciens, 
which colonizes roots, leaves. and othcr;:::a,l~ ~uriaces. D74 7 rapidly 
colonizes plant root hairs, leaves. ar>d otner surface.>, pre.,enting 
establishment of disease-causing fungi and bacteria. 
Double Nickel 55 can be applied alone or ir, combinvtion oud/or 
rotation with chemical fungicides as a tool for integr Jtert ct•s~ase 
management in agricultural crops, orr.a.n.,l!lal and nursery plants, 
and turfgrass, in accordance with the ncs: :tJtrictive of those label 
limitations and precautions. Double Nickel 55 offers a ;atuab.e tool 
for management of resistance to chemical fungicideo through its 
multiple and unique modes of action. 

Double Nickel 55 can be applied up to and includin9 th'" da)' of 
harvest. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner 
inconsistent with its labeling. For any requirements specific to your 
State or Tribe, consult the State or Tribal Agency responsible for 
pesticide regulation. Do not apply this product in a way that will 
contact workers or other persons, either directly or through dri1t 
Only protected handlers may be in the area during application 
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Material Sent for Data Extraction 
Reg.# /OO)J- /O~ 

Description: tv~ fr1. -t }Jt<.J PvoU 

D Material ) Sent to Data Extraction Contractors: 

New Stamped Label Dated I c -I G- I I 

D Notification Dated-~=-:-.,...-.-,--------
/
- f?,b <. L fli-t- -.A._ II I 
lllj$-11 '/0·/t·/f r ~~:;: tf'[__ ~l 

D Other: _________ _ 

rfl 3 New CSF(s) Dated 

/ 

~Decision # : __ 4.=3_1_7"'---)-=3> __ 

D Other Action/Comments: ________ _ 

File this coversheet and attached materials in the jacket. It must be 
well organized and clipped together, NOT STAPLED. Then give the 
jacket with the coversheet and materials to staff in the Information 
Services Center (ISC) (Room S-4900). If a jacket is full or only 
available as an image, please file materials in a new jacket and bring it 
down to the (ISC). For further information please call 703-605-0716. 

Reviewer: 5 u ScM~ c~re_ I L" 
Phone: ]6':>-~a'b · '66/7 

Date: ~- f -/'L 

Division: _b_P_f_:_j) __ _ 
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EPA Reg. 
""\"tE-o sr-"~ Number: Dale of Issuance: 

i~t 70051-108 DEC 16 20!! 

\ w Unconditional 
Term ol 

~l. PA01'i-;.v Issuance: 

U.S. ENVIRONMENTAL PROTECTION AGENCY 
Office of Pesticide Programs 

Name of Pesticlde Product 

CX-9030 
Biopesticides and Pollution Prevention Division (7511P) 

1200 Pennsylvania Avenue NW 
Washington, DC 20460 

NOTICE OF PESTICIDE REGISTRATION 
2S_ Registration 

-- Reregistration 
(under FIFRA, as amended) 

Name and Address of Registrant (include ZIP Code): 

Certis U.S.A, LLC. 
9145 Guilford Road, Suite 175 
Columbia, MD 21046 
Note: Changes ln labeling differing in subStance from that ·accePted in co·nneCtiori wiih·ttiis registiat!on must be submitted to and accepted by 
the Biopesticides and Polluil6n Prevention Division 'prior to use of the 13bel in comm·erce. hi any cOrrespOndence on this product always refer 
to the above EPA fegiStra'tiori nUmber: · · ··· 

On the basis of information furnished by the registrant, the above named pesticide is hereby registered under the Federal Insecticide, 
Fungicide and RodenlicideAcl. 

Registration is in no way to be construed as an endorsement or recommendation of this product by the Agency. In order to protect health and 
the environment, the Administrator, on his or her motion, may at any time suspend or cancel the registration of a pesticide in accordance with 
the Acl. The acceptance of any name in conneclion with the registration of a product under this Act is not to be construed as giving the 
registrant a right to exclusive use of the name or to its use if it has been covered by others. 

This registration does not eliminate the need for continual reassessment of the pesticide. If EPA determines at 
any time, that additional data are required to maintain in effect an existing registration, the Agency will require 
submission of such data under section 3(c)(2)(B) of FIFRA. 

This product is unconditionally registered in accordance with FIFRA section 3(c)(5) and is subject to the following 
terms and conditions: 

1. Revise the EPA Reg"1stration number on the label to read, "EPA Reg. No. 70051-108." 

2. Submit two (2) copies of the revised final printed labeling before you release the product for shipment. 

A stamped copy of the label is enclosed for your records. 

Signalure of Approving Officlal: Oa1e: 

(A/ [YLcl,_,jint'-fJ.s(- DEC 1iJ 20!1 
W. Michael McDavit, Associate Director 
Biopesticides and Pollution Prevention Division (7511P) 

EPA Form 6570 6 

CONCURRENCES 

SYMBOL T?d£1 
EPA Form 1320-1A (1190) OFFICIAL FILE COPY 
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AGRICULTURAL USE REQUIREMENTS 
Use this product only in accordance with its labeling and wilh 
I he Worker Protection Standard 40 CFR Part 170. This standard 
contains requirements for the protection of agricullural workers 
on farms, forests, nurseries, and greenhouses and handlers 
of agricultural pesticides. It contains requirements for training, 
decontamination, notification, and emergency assistance. It also 
contains specific instructions and exceptions pertaining to the 
statements on this label about personal protective equipment 
(PPE), and restricted entry intervals. The reqlliremenls in this box 
only apply to uses of this product that are co11ered by the Worker 
Protection Standard. 
Do not enter or allow worker enlry inlo treated areas during the 
restricted entry interval (REI} of 4 hours. 
PPE required for early entry to treated areas thai is permitted 
under the Worker Protection Standard and that invol11es contact 
with anything that has been treated, such as plants, soil or water 
is: co\ler~alls, waterproof glo11es, shoes plus socks. 
Exception: If the product is soil iniected or soil incorporated, the 
Worker Protection Standard, under certain circumstances, allows 
workers to enter the treated area if there will be no contact with 
anything that has been treated. 

NON-AGRICULTURAL USE REQUIREMENTS 
The requirements in this box apply to uses of this product that 
are NOT within the scope of the Worker Protection Standard 
for agricultural pesticides (40 CFR Part 170}. The WPS applies 
when this product is used to produce agricultural plants on farms, 
forests. nurseries, or greenhouses. Keep unprotected persons 
out of treated areas until sprays ha11e dried. 

MIXING AND HANDLING INSTRUCTIONS 
Mix the required amount ol Double Nickel 55 in cool water with 
sufficient agitation to maintain a uniform suspension in the spray 
or mixing lank. Tank should be cleaned prior lo use. Do not use 
highly alkaline or highly acidic water to mix sprays_ Use a buffering 
agent if necessary to maintain neutrality (pH 6 to 6) of water in the 
tank. Maintain agitation during application. Apply immediately after 
mixing: do not allow spray mix to sland overnight. 

APPLICATION METHODS 
Ground: Double Nickel 55 can be applied in most commonly-used 
ground application equipment, such as tractor-mounted boom, 
airblasl, high clearance, hose~end, backpack. and other pressurized 
sprayers; hose-end or hand-held sprayers; loggers or mist blowers; 
water wheel and other drench applicators; and shank or other soil 
injection mell1od. 
Aerial: Double Nickel 55 can be applied by fixed or rotary ;llinged 
aircraft in a minimum ol 3 gallons of water per acre. Standard 
precautions should be taken to minimize spray drift. 
Chemigation: Double Nickel 55 can be applied through drip (trickle} 
and sprinkler lype irrigation equipment. Refer to the section entitled 
"'Chemigation Instructions" for detailed instructions. 

Agricultural crops 

CROPS 
DISEASES/PATHOGENS 
(Se(! footnotes for additional information) 

Vegetables and melons 

Brassica 11egetables Pin rot complex (AJ!eman·arxanlhomoni'JS)" 
such as broccoli, Leal spots (Alternaria s~, Xanlhomonas spp} 
cabbaga, caufiflcvrer. Downy mildew (Peronospora spp_) 
81ussels sprouts, Powdery milde<rr(Etisyphe polygom) 
kohlrabi, and other "Damping off," seedling blights, and root or 
cole crops crown d1seases caused by Pythium, Rhizcctonia. 

Fuserium, Phytoph!hora, or Verticilh'um• s~ (see 
instructions below lor"So:l application"). 

(con~nued) 

' 

CROPS DISEASES/PATHOGENS 
(S(!e footnotes for additional information) 

Vegetables and melons (continued) 

Bulb \lege tables Botl}tis spp (neck rot leal blig.!) 
such as onions, Purple bld.ch (AI/emaria spp.) 
garlic, shallots. and Downy mildew(Peronospora spp.) 
others. Powdery mildew (En'syphe spp) 

Rust (Puccinia pori)' 
"Damping off," seedling bl1ghts. and root or 

crown diseases caused by Pythium, Rhizoclonia, 
Fusarium, Phylophlhora, or Verticiliium' spp (see 
instructions below for "Sci I app~cation")_ 

Cucurbits POI'idery mildew (Erisyphe and Sphaero!heca spp) 
such as cucum- Downy mildevr (Pseudoperonospora spp.) 
t:ers, squash (all Gummy stem blight (Didymella bryoniae and Phoma 
types), canta!oopes, cucurbilaceamm} 
muskmelcns, water- See instructions below for "Soil application" against 
melons and otlle1 the loilowing diseases: 
melons. Vine de dine (Momsporasws cannonb&IIIJS) 

Charcoal rot (Macrophomina phaseofi) 
·Damping off," seedling blights. and JOol or crown 

diseases caused by Pythium, Rhizcdonia 
Fusanum, Phytophlhora, or Vertidliium• spp_ 

Fruiting vegetables Bacterial spot (Xanthomonas spp )" 
such as tomatoes, Bactaial speck (Pseudomonas s_;m'ngae pv. tomato)'' 
peppers eggplant Gray mold (Boll}tis cinerea) 
tomatillo. okra, and Powdery mildev1' (Leveilfula. Oidiopsis, En-syphe 
othErs. snd Sphaero/heca spp) 

Early bli¢1l (AitemaJJa oolani)' 
Late blight (Phylophlhora !nfeslans)' 
See instructions below for·Soil application" aga:nsl 

tile follov1ing diseases: 
"Damping off." seedling blights, and root 01 

crovm diseases caused by Pythium, Rilizoclonia, 
Fl.lSan'um, Phytophlhora. or Varticilh'um• spp 

Soutllem blight (&leroNum rolfsii)' 

Leafy vegetables Downy mildew (Bremia laclucae, Peronospora spp.)' 
such as head and Povrdery mildew (Golovinomycas (Erisyplle) 
leafleUuce, celery. cichoraceammr 
spinach. radicchio, 8ar;te1ial b!§ghls 
arugula, watercress. Head and leal drop (Sderolinia spp_)' 
and otlle1s (includ- Pink rot (Sderoh'nie sctero!iomm)' 
ing leafy Brassica Lea! spots (Cercospora spp.) 
vegetables Sll(:h as See instructions belaw for "Soil application" against 
musta1d and collard the following diseases: 
greens, kale, bck "Damping off," seedling blights, anC reo\ ~rc.own 
choi, and relateU diseases caused by Pythium, Rhizoc!Ooia, 
crops). FllSarium, Phyto.~J:'I:-;;:., c: Verticii!Ium· spp. 

Bottcm rol (Rhizoc~<11ia solar•) 

Legume 11egetables V'>l"lite mold (Sclero/.'1.'3 o~.'c;i-/iorum)1 
succulent and dried Gray mold (Bolrytis cinero; 
beans and peas Powdery mildew (Micm<oh?"ra d:ffuS<!) 
such as g1e€n, snap, Rusts•. including Urom1ces dppendiculalus 
sheii, and Lima Puccini& spp, and Asian soybean mst 
beans, garbanzo (Phayospora pachyrhiZI) 
beans, chickpeas. ·Damping off," seedl1ng blights, end rooi or 
soybeans. dry Clown diseases caused by Pyth:um, hdnz~~t6n'3. 
beans, peas. split Fusarium, P/Iylophlhora. or Vertici/JiurJ s~. \see 
peas, lentils, and instructions belg.v for"Soil application"). 
ether legumes_ 

(conunued,l 
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CROPS 
DISEASESIPATHOGENS 
(See footnotes for additional infom1ation) CROPS 

DISEASES/PATHOGENS 
(See footnotes for additional infomlation) 

Vegetables and melons (continued) Other fruits 

Root, tuber, and Black root/crown rot (Aftematia spp} Strawberry Powdery mildew {Sphaerolheca macuta!is. 
com1 vegetables Bac\er·lallaal bt'1ght {Xanll1omonas campesttis) Erisyphe spp-J''l 
such as potato, Downy mildew (Peronospora spp.} Gray mold (Botrytis cinerea)"' 
sweet potato, carrot Powdery mildew (En'syphe spp_) Anthracnose (Cotletotrichum acutatum) 
cassava, beets_ Gray mold (Boll}'lis spp.} Angular leaf spot (Xanthomonas tragariae)' 
g1nger, radish, horse.- IMlite mold (Scterotinia scterotiorump For the following diseases, see instructions 
radish22. ginseng. Black leg /bacterial soft rot (Envima carotovora) below lot "Soil application" (and also root dip 
tumip, and other Ea1ly biight (Afteman·a sotani)' insti\IC~ons4}: 

root, tuber and cD/m late blight (Phytophthora infestans}' ·oampir.g off and root or ctalln diseases causeD 

""P' See instructions below for·So!i application" aga1nst by Rhizoctoma. Fusan'um, Pythium, Pflytophthora, 
tile tollowing diseases: and/or Verticitfium' spp 
Black scurf (Rhizoctonia sotani) Chat coal rot (M;:;crophomina phaseolina) 
Cav1ty spot (Py/llium spp.) 

"Damping off," seedling blights. and root or crown 
diseases caused by Pythium, Rh1zoctonia. 
Fusarium. Phytophthora. or Verlicittium' spp. 

Berries, including Mummy berry (Monifinit; vaccinii-corymbosij' 
blueberry, black- Botrytis blight {Botrytis cinerea) 
berry, raspberry, Bacterial canker (Pseudomonas spp.)" 
logar,betry, huckle.- Anthracnose fruit rot (Colletotn·chum acutalum)I" 

othar vegetables Botrytis spp berry, gooseberry. 
such as sweet corn, Rusts (Puccinia spp.) elderberry, cranberry 
popcorn, aspala· \i\11ite mold (Sclerotinia scterotlorum}' (non-flooded nelds), 
gus, peanut and leal spots (Cercospora and Cercospon'dium spp.)' curtent and other 
watercress "Damping off," seedling blights. and root or betries 

crown diseases caused by Pythrum_ Rhlzoclcnia, 
Fusan'um_ Phytophthora, or Verlicitlfum' spp (see 
instructions below for "Soil applicationl-

Grapes Powdery mildew (Erisyphe (formetly Uncinuta) 
1ncludir.g wine necator)" 
grapes, table grapes Gray mold (Bo!rytis cinerea)" 

Tree fruits and nuts and rais1ns Swr rot complex" 

Citrus Afteman·a teat spot (Aiiemaria ahemata) 
such as orange, lent· Postbloom f1Uil drop (CotrefotnC!wm acutatum)' 
on, lime, g~apefwiL Greasy spot (Mycosphaerella c~n)'' 

Downy mildew (Aasmopara l'llicota)' 
Phomopsis (Phomopsis vificota)" 
Eutypa (Eutypa ta!a)11 

tangerine (mandarin), Citrus canker (Xan!homonas campestn's pv_ cilnr Tropical truits Anthracnose (CoAe!ofrichumspp.} 
tangelo. pumme1o, Scab (Eisinoe tawcetti)*' such as avocado", Scab (Sphaceloma perseae) 
and other citrus Melanose (Diaporlhe cittir mango's, papaya". Bacterial canker (Xanthomonas campestris) 

Pome fruits Powdery mildew (Podosphaero teucotticha)' 
such as apple, pear, Scab (Vanluria spp.r 

pineapple'', banana. Sigatoka (Mycosphaerek f!Jiensis)<t. 
plantain, and others. 

crabapple, quince, Flyspeck {Zygophiala jamairensis)' other Crops 
and otllets Sooty blotch d1sease complex' 

Brooks spot (Mycosphaeretta pomi)' 
Bot rot/whne rot (Botryosphaeria dothideaf 
Bitter rot (Cohetotrichum spp y 
Cedar apple rust (Gymnosporongium 

junipefr--virginianaep 
F1re b11ght (Ervdnia amytovora)" 

Herbs and spices Powdery mildews (Oidium spp and others} 
such as basil. thyme. Downy mildews (Peronospora spp and others}' 
coriander, di~, cilan- Damping off diseases (Rhizoctonia, Pylrlium, 
tro, parsley. mint, Altemana, and Fusan·um spp.) 
and othets_ leal spots (Alternaria. Septaria. Cotletotlichum. and 

Cercospora spp.}' 
Bacterial diseases (Erwinia, Xanthomonas, and 

Stone fruits Powdery mildew (Sphaerotheca and Pseudorr,onas spp.} 
such as apricot Podosphaera spp.)'S Rusts (Puccinia spp. and others) 
clle1ry. nectarine. Bacteriel canker (Pseudomonas spp.) 'Damping off and rxt 'Jf o:c:m diseases ccuse<i by 
peacll, plum, prune, Brown rot blossom blight (Monilinia taxa? Rhizoclonia, Fus:rium_ pY'Jium, Ph11Jphth.;ra, 
p!uot, and others Brown rot (Moni!inia fructicola)'" 

Gray mold (Botrytis cinerearo 
Peach leaf curl {Taphrina deformans) 
Bacterial leal sp:Jt {Xanlhomonas arbicola pv prum)" 
Rusty spot {Podosphaera leuco!richa)' 

and/or Verlicii/Jum·_spo {ote instiUc''ons :E\:>w 
tor·Soilapplication'} ~: -:-

Coffee Collee berry diseas~ {Cntl~t'ltrichum coffxnt~.1; 
Coffee rust (Hem;1eia va~tatriA)' 
Anthracnose (Coi!e!Otnchiuilspp) 

Tree nuts VValnut biight (Xan!homonas campestris)"' Botrylis flower !::light 
such as almond. Antht acnose {Cohetotrichum acutatum)' Cercospora teat spot and berry blotch 
p'1stachio_ pecan. Bacterial canker {Pseudomonas syringae) "Damping olf and root or crown diseasH C?Used by 
walnut. f1lbert. Shot hole (\Mlsonom)l!;es carpophitust Rhizoctonia. Fusan·um. Py/hium. Phy!JplttliJia, 
hazelnut, chestnut. Brown rot (tl.onilinia spp.)' and/or Verticillium• spp. (see instructions below 
macadamia, and Pecan scab (Ctadosptium caryigenum!'' tor "Soil application). 
other tree nuts_ (conlmued) 
Pomegranates leaf and fruit spots (Cercospora, Gtoeospon·um and 

Pestalotia spp.J' 
Fruit rots (Aitematia, Botrytis, and other spp J'' 
Powdery mildew {$phaeroU1aca pannosa) 
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CROPS 
DISEASES/PATHOGENS 
{See footnotes for additional infonnation) 

Other fruits (continuea:J 

Tobacco Angular leaf spot (Pseucbmonas spp.) 
Anthracnose {Col/efotn'chumand Gklmerefla spP) 
Blue mold cr dowr.y mildew {Peronospora spp.)" 
Brown spot (Aitemada} 
Bam spot/ frogeye leaf spot (Cem:ospol<l nico!ianae}" 
Collar rot (Sclerofinia s/Cerotiomm)' 
Gray mold (Bolrytfs cinerea) 
Pov1dery mildew (EryMphe cichoraceamm) 
Target spot (Rhizocfonia so/emU 
Se€ instructions belcw for 'Soil application· against 

the followilg diseases: 
"Damping off." seedling blights. and rooter 
cra.vn diseases caLJSed by Pyihium. R/rizoclonfll_ 
Fusarium, 0/pidium, Phytophfhora, or 
Verticillium' spp. 

Charcoal rot (Macrophomina phaseolina} 
Black root ro! (Thie/aviopsisbasicolaJ 
B!ack shank (Phytophlhore spp-)' 
Southern blightlsoutllem stem rot (Sclerotium rolfsii}' 

Mint Rust (Puccinia spp_) 

Hops Powdery mii{jew (Sphaerolheca maculadsp-

Footnotes: 
'SupPressio~ only: for improved control mix or rotate w1th chemical fungicide 
approved for such use. 

' Tank mrx or rotate wi!h copper-based fungicides at label rates for improved 
control. 

2 Apply at or immediately following planting {blt before plant emergence) as 
a bandEd seedline treatment 4 to 6 in::hes wide_ Make second application 
at !hinning or cultivation in sufficient water and multiple nozzles to ensure 
thorough coverage of lower leaves and surroundrng soil surlace lncorpo-
ration l'rith light irrigation after application may improve disease control. 
Repeat at 10--14 day intervals if conditions promo11ng disease persist. 

' For greasy spot suppression, apply at first new foliar fiush and repeat with 
each new fiush. Tank mix with spray oil or copPer based fungicide at Ia-
beled rates. 

' For suppression of citrLJS scab, start appiica1ions at f1rst new foliage liush 
and repeat at petal fall and vrllen fruit are% inch in diameter 

' Make first app~cation at or before tight cluster if conditions favor disease 
development. Repeat at 7-!0 day intervals through the seco~d covers pray 
or longer on susceptible varieties or if environmental conditions favor rapid 
d1sease development. 

' Begin applications before bloom when environmental conditions favor d:s-
ease developrr,ent. repealing at 7 to 14 day intervals or as needed. Control 
may be enhar£ed by addition of a surfactant to improve spray coverage. 
Use only surfactants knovm to be safe for LJSe on !he crop and lor which 
such LJSe is allov1ed. 

' Rotate w1th antibiotics registered lor fire bligh! control for improved perf or-
mance. Begin applications at 1-5% open blossoms and repeat every 3-7 
days as necessary until petal fall, ~~1en intervals can be increased to 7 
days Double Nickel 55 can also be used in summer '·cover spray' applica-
tions to control the shoot blight phase of fire blighl and Sllfmner diseases 
Can be mixed WJth copper fungicides to improve control. 
Make first application at popcorn stage and repeat every 7 days. 

' Start appying at early bloom stage and repeat every 7 days !hrough petal 
tall. 

10 Pre· harvest applications in suffidenl water to cover frutt oro!her harvested 
plant parts may improve control of postharvest 1nfectior,s. 

" Begin apPlications at or before pistillate bloom, repeating every 7-!0 days. 
Ap~y before rainfall if poss:ble, and tank mix or rotate with a copper-based 
bactericide registered for such use lor improved control 

" Start apf:Oications at or 1ust be1ore fiov1ering and repeat every 7" !0 days as 
needed through harvest 

(con!rnued} 

Footnotes: (conffnuea:J 
"Apply betore /ail rains and again during doril1Jncy before spring grawth. 
"Start applk:at1ons when ne-w shoots are Y, to jY, incheslcr,g. Repeat at 3-5 

inches. 8-tO rnches, and then at 7-10 day intervals until disease conditions 
no longer exist. 

"Appty at bloom, before bunch closure, at veraison, ar,d beiore harvest. 
"Apply wllen sOOots are %to 1 inch long ar,d agarn when 6-8 inches lo~g. 
" MIX 2 fiuid ounces Double Nrckel55 per gallon of water and apply (o prun-

ing 1\!Qunds_ 
'"Apply at budbreak and repeat on 14--21 day interval as needed through 

harvest 
"Apply at fiowering and repeat on 14-21 day interval as needed through 

harvest 
"'Apply at first appearance of leaves and repeat at 7-2 t day intervals as 

needed, in sufficientvrater to obtain thoroLJgh coverage ot foliage Tank mix 
with spray oil oro!her registered fung1ddes for improved controL 

,. Mix 6 to10 fiuid ounces Double Nickel 55 per tOO gallons of vrater and 
apply in minimum ol 20 gallons per acre from emergence to training, 50 
gallons per acre from tra'1ning to w'1re. and tOO gallons per acre from wire 
touch throLJgh harvest 

n For treatrr;ent of horseradish or strawberry roots immed:ately before trans
planting. immerse bare rcots (individualty or in bunches) for 10 seconds i~ 
a suspension of 1 to 2 pints Doub'e Nickel 55 per gallon ofvrater. 

Foliar application: For control of diseases on foliage, flowers, 
fruit, or other above-ground parts of plants: Mix Double Nickel 55 
in water and apply as a spray at a rate of 0.25 to 3 pounds per 
acre in sufficient water to achieve thorough coverage of the crop 
canopy with minimal runoff. Begin applications at crop emergence, 
transplanting, or when conditions are conducive to development of 
disease. Repeat application every 7 to 10 days. or as needed, for 
as long as conditions favor disease development. Lower rates {0.25 
to t pound per acre) may be applied under light disease pressure, 
to smaller (e.g. newly-emerged) plants. or when Double Nickel 55 
is used in a tank mix with other fungicides whose labels allow 
such use. Under moderate to severe d1sease pressure, or when 
environmental conditions and plant stage are conducive to rapid 
disease development. use higher label rates { 1 to 3 pounds per 
acre), apply more frequently (every 3 to 7 days), and mix or rotate 
Double Nickel 55 with o1her fungicides for improved performance. 
Soli appllcatlon: For control of soilborne diseases infecting 
seeds, seedlings, roots, crown, stems, or other plant parts 
below ground or in contact with soil: Apply Double Nickel 55 at 
0.125 to 1 pound per acre. Mix the required amount in sufficient 
water to apply by one of the following methods: 
·Soil drench applied to transplants in flats or pots in the greenhouse 

or nursery any time prior to transplanting {see additional drench 
instructions under ·Nurseries. greenhouses, shade house~. and 
ornamental plants" below). 

• Soil drench at transplanting. using a "water wheel" Injector, spray 
nozzles/hoses. or other method to 'ie'"lct each root be.11 and/or 
planting hole. 

• Soil or seedline drench, or banded spra~ Xlfl-furrow; at ~Lmting. 
See the section on "Banded (in-furron) af;plication" belol'l for 
additional instructions. · · 

Follow-up (post-planting) preventative <lf'Piic?tions can be made 
every 2-4 weeks by one or more of the f.>::cJ.ir.g methods, if needed 
·Drip {trickle) or any type of sprinkler irrigation, a~• t!'T'~ :1fter 

planting or transplanting_ See Chemigation lnst.vctions for 
addi!'1onal ·rnformaflon. 

• Spray directly onto the soil surface andfor lower pla.'"lt pr.r'.s. !f 
targeting root disease. follow immediately with sufficient overhead 
sprinkler irrigation to move Double Nickel 55 to the root zone_ 

• Injection directly into the rooting zone using shanks or similar 
equipment 

Lower rates (0.125 to 0_5 pounds per acre) may be applied under 
light disease pressure, to smaller plants. or when Double Nickel 55 
is used in a tank mix with other fungicides whose labels allow 
such use. Under moderate to severe disease pressure, or >vhen 
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environmental conditions and plant stage are conducive to rapid 
disease development, use higher label rates (0_5 to l pound per 
acre), apply more frequently (every 2 weeks), and mix or rotate 
Double Nickel 55 with other fungicides for improved performance. 

Banded (in-furrow) application: Use the table below to determine 
the correct application rate of Double Nickel 55 per 1 ,000 row feet. 
based on row spacing and desired rate per acre_ Mix the required 

amount ot Double Nickel 55 in water and apply as banded spray (4" 
to 6" wide) or seedline drench centered over the planting furrow. 
Appty directly over seeds in the fuiTOW just before they are covered 
with soil. The volume of water required per acre or per 1,000 row feel 
will depend on the application equipment used. Consult your local 
cooperative extension service if you need assistance calibrating 
band spraying equipment 

Rates for banded (in-furrow) application: Find desired application rate in the lett column. Read across that line to the correct row spacing 
indicated at the top to find the number of ounces (dry) per 1,000 row feet that will provide the desired application rate per acre. To convert to 
Jevel teaspoons, multiply the number of ounces by 8.2. For level tablespoons, multiply the number of ounces by 2. 75. 

Rate/acre Space between rows (inches) 

(pounds) 12 14 16 18 20 22 24 

0.25 0.1 0.1 0.1 0.1 0.2 02 0.2 

0.5 0.2 0.2 0.2 03 0.3 0.3 0.4 

0.75 0.3 0.3 0.4 0.4 0.5 0.5 0.6 

1.0 0.4 0.4 0.5 0.6 0.6 0.7 0.7 

1.25 0.5 0.5 0.6 07 0.8 0.8 0.9 

1.5 0.6 0.6 0.7 0.8 0.9 1.0 1.1 

1.75 0.6 0.7 0.9 1.0 1.1 12 l.3 

2.0 0.7 0.9 1.0 1 l !.2 1.3 1.5 

2.25 0.8 1.0 l.1 1.2 1.4 1.5 1.7 

2.5 0.9 1.l 1.2 1.4 1.5 1.7 1.6 

2.75 1.0 1.2 1.3 1.5 1.7 1.9 2.0 

3.0 11 l.3 1.5 1.7 !.8 2.0 2.2 

Nurseries, greenhouses, shadehouses, and ornamental plants 
Spray application: Mix 0.25 to 3 pounds of Double Nickel 55 per 
100 gallons of water and apply as a foliar spray of sufficient volume 
to wet the entire plant with minimal runoff. Begin preventative 
applications at plant emergence and repeat every 3-28 days as 
needed (every 3-7 days if disease pressure is high or environmental 
conditions are highly favorable to disease outbreak, 10-28 days 
under low pressure or less conducive conditions). 

Drench application: Mix 0.125 to 2 pounds of Double Nickel 55 
per 100 gallons of water and apply as a drench or coarse spray 
to soil or other growing media in pots, flats, plugs. trays. or planting 
beds, tor control or suppression of soilborne diseases of seedlings, 
cuttings, bedding plants. and transplants (including vegetables 
and other transpla11!ed food crops). Make first application at or 
immediately before seeding, sticking, germination. or transplanting. 
Repeal applications every !4-28 days as needed. Transplants 
can be treated immediately before transplanting into field soils to 
protect against damping-off and other diseases that reduce plant 
establishment_ 

Cutting or root dip: Dip basal end of cuttings or bare roots 
(individually or in bunches) in a suspension ol 1 to 2 pounds of 
Double Nickel 55 per gallon of water. Immerse tor 5-!0 seconds 
immediately before planting_ 

Chemigation: Mix 0.125 to 2 pounds of Double Nickel 55 per 100 
gallons of water and apply via drip, handheld, or sprinkler irrigation 
systems_ Refer to ·'Chemigation lnslruclions·· for more details. 

26 28 30 

0.2 0.2 0.2 

0.4 0.4 0.5 

0.6 0.6 0.7 

0.6 0.9 0.9 

!.0 1.1 1 1 

1.2 1.3 1.4 

l.4 1.5 1.6 

1.6 1.7 1.6 

18 !.9 2.1 

2.0 2.1 2.3 

2.2 2.4 2.5 

2.4 2.6 2.8 

CROPS/USE SITES 

lndo01. outdcor, and 
shade. or other cov-
er-grown omamenta! 
trees and shrJbs, 
flowering plants, fo!i-
age plants, tropical 
planls. polled plants, 
potteD or cuttlowers. 
bedding plants, 
lorestry seedlings, 
con iter prOOucton 
lor reforestation, lruit 
tress. vegetabliis 
snd other crops 
grown in greenhOUS· 
es or nurseries_ 

32 34 36 38 40 

0.2 03 03 0.3 0.3 

05 0.5 0.6 0.6 0.6 

0.7 0.8 0.8 0.9 0.9 

1.0 1 0 1.1 1.2 1.2 

1.2 1.3 1.4 1.5 1.5 

1.5 1.6 1.7 1.7 !.8 

1.7 1.6 1.9 2.0 2.1 

2.0 2.1 2.2 2.3 2.4 

2.2 2.3 2.5 2.6 28 

2.4 2.6 2.8 2.9 3.1 

2.7 2.9 3.0 32 3.4 

2.9 3.l 3.3 3.5 3.7 

DISEASES/PATHOGENS 

Powdery mi!OOws caused by Erisyphe. 
Podosphsera. Sphaerotheca. Oidium. and 
GoJovinomyces spp.) 

Anthracnose (CoUeJoJrichumspp.) 
Bacterial leal spots caused by Erwinia, 

Pseudomonas, andXanthomonas spp_ 
Damping--nff disease (Rhizoclonia, Pythium, 

Fusarium spp.) 
Late blight, blackeye. and root rots caused by 

PhyiopJJ/hora spp 
G1ay mold ar,d blight caused by 6oJiylis dnerea 
B!ack root rot {Aspergilf(JS spp.) 
Black spot ot roses (DipJocarpon rosa e) 
Downy mikJew (Peronospora spp) 
leal spots caused by Alternaria. Sep/ona, 

Ceroospora, En!cr):pJI.'t.:.n, HeJm!n!hosporium, 
and M;ro/hecium,spp.)' , 

Rust (Puccinia spp.l 
Scab (Venturia spp.) 
Root rot, bottom rot. or stem rot cause0 bv 

Rhizoctonia sd'an1 
Scierotinia blight 
Fusan'umwills 
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Turfgrass application: For control of foliar diseases, apply Double 
Nickel 55 at 0.5 to 1 ounce per 1,000 square feet as a ground
directed spray in sufficient water to provide thorough coverage_ To 
control root and crown diseases in or on the soil, immediately follow 
the spray with sufficient overhead sprinkler irrigation to move the 
product into the root zone_ 

USE SITESICROPS DISEASESIPATHOGENS 

Turf, sod, lawns, golf course Antllracnose (Coltetoltichum graminicola} 
(fatnvays, roughs, greens. Brown patch (Rhizoc!onia sofani) 
tees), grass seed production DollaJ spot (Lanzia and Moelierodiscusspp, 

Including but not lim•te:J formerly ScleroJinia homeocarpa) 
to- Bluegrass, Bentgrass. Powdery mildew (Erisyphe graminis} 
Berrnudagrass (common & Rust (Pucdma spp) 

hybr.d), Dichondra, Fesrue, Gray leaf spot ~")m'cuJan'a gfisea} 
Q.tchardgrass, Poa annua, St "Damping off orseed•ilg blights caused 

Augus~ne g1ass. Ryegrass. by Pythium 
Zoysia, mixtures. and otller 
g1asses or ornamental turf 

STORAGE AND DISPOSAL 
Do not contaminate v~ater, food, or feed by storage and disposal. 

Pesticide Storage: Store in a dry area inaccessible to children_ 
Store in original containe1s only_ Keep container closed when not 
in use. 

Pesticide Disposal: Wastes resulting from the use of this prod
uct may be disposed of onsite or at an approved waste disposal 
facility_ 

Container Handling: Nonrefillable container. Do not reuse or 
refill this container. Completely empty bag into application equip
ment. Then offer for recycling if available or dispose of empty 
bag in a sanitary landfill, or by incineration, or if allowed by state 
and local authorities, by burning_ If burned, stay out of smoke. 

CHEMtGATION INSTRUCTIONS 
General information: 
Apply this product only through drip (trickle) irrigation (including 
micro-irrigation through spaghetti tubes or individual tubes) or 
sprinkler irrigation (including impact or microsprinklers, overhead 
boom, solid set, lateral move. end tow, side-roll, center pivot, or hand 
move, including mist-type systems); or with hand-held calibrated 
irrigation equipment (such as a hand-held wand with injectol) Do 
not apply this product through any other type of irrigation system_ 

Crop injury or lack of effectiveness can result from non-uniform 
distnbut1on of treated water. 

If you have questions about calibration, contact State Extension 
Service specialists, equipment manufacturers or other experts_ 
Do not connect an irrigation system (including greenhouse systems) 
used for pesticide application to a public water system unless the 
pesticide label-prescribed safety devices for public water systems 
are in place. 

A person knowledgeable of the chemigation system and responsible 
for its operation, or under the supervision of the responsible person, 
shall shut the system down and make necessary adiustments 
should the need arise_ 

Public water system means a system for the provision to the public 
of piped water fo1 human consumption if such system has at least 
15 service connections or regularly serves an average of at least 25 
individuals daily at least 60 days out of the yea1. 

Chemigation systems connected to public water systems must 
contain a functional, reduced-pressure zone, backfiow preventer 
(RPZ) or the functional equivalent in the water supply line upstream 
from the point of pesticide introduction_ As an option to the RPZ, 
the water from the public water system should be discharged into 
a reservoir tank prior to pesticide introduction_ There shall be a 
complete physical break (air gap) betvveen the outlet end of the fill 
pipe and the top or overt! ow rim of the reservoir tank of at least twice 
the inside diameter of the fill pipe. 

The pesticide injection pipeline must contain a functional, automatic, 
quick-closing check valve to prevent the flow of fluid back toward 
the injection. 

The pesticide injection pipeline must contain a functional, nom1ally 
closed, solenoid-operated valve located on the intake side of the 
injection pump and connected to the system interlock to prevent 
fluid from being withdrawn from the supply tank when Jhe irrigation 
system is either automatically or manually shut down. 

The system must contain Junctional interlocking controls to 
automaMcally shut off the pesticide injection pump when the water 
pump motor stops, or in cases where there is no water pump, 
when the water pressure decreases to the point where pesticide 
distribution is adversely affected. 

Systems must use a metering pump. such as a positive displacement 
injection pump (e.g., diaphragm pump) effectively designed and 
constructed of materials that are compatible with pesticides and 
capable of being fitted with a system interlock. 

Do not apply when wind speed favors drift beyond the area intended 
for treatment. 

Remove scale, pesticide residues, and other foreign matter from the 
chemical supply tank and injector system and flush with clean water 
before use. Failure to provide a clean tank, free of scale or residues 
may reduce effectiveness of this product 

Drip (trickle) and micro-irrigation chemigat!on 
t The system must contain a functional check valve, vacuum relief 

valve and low pressure drain appropriately located on the irrigation 
pipeline to prevent water source contamination from backfiow. 

2. The pesticide injection pipeline must contain a functional, 
automatic, quick-closing check valve to prevent the flow of fluid 
bacX toward the injection pump. 

3_ The pesticide injection pipeline must also contain a functional, 
normally closed, solenoid"operated valve located on the intake 
side of the injection pump and connected to the system interlock 
to prevent fiuid from being withdrawn from the supply tank 'Nilen 
the irrigation system is either automatically or manually shut down. 

4 The system must contain functional inter1ocking controls to 
automatically shut off the pesticide injection pump when the water 
pump motor stops_ 

5_ The irrigation line or water pump must include a functional 
pressure switch which wilt stop the wate1 pump motor when the 
water pressure decreases to the point where pesticide distribution 
is adversely affected, 

6. Systems must use a metering pump such as a positive 
displacement injection pump (i.e .. diaphragm pump) effectively 
designed and constructed of materials that are compatible with 
pesticides and capable of being fitted <vith a system interlock. 

7_ Dilute the product in water following the label mixing directions_ 
It may be pren1ixed in a supply tank with water, fertiliz,;r, or 
other appropriate tank-mixed agricultural chemicab. i"glt'1i'on is 
necessary_ Apply to moderately moist soils. Use volumes that 
thoroughly wet the soil but that dt iKA GildS€ significa'nt runoff 
or excessive drip from pots. Appli"atioil S:1ould b« cont•r•Jous 
in sufficient water to apply the recomrnerrrlPd rate ,_;ver:J to the 
entire treated area. 

Sprinkler chemigation: 
t The system must contain a function~ 1 chacX valve, vacuum 

relief valve, and low pressure drain olf,>proj)riately located on the 
irrigation pipeline to prevent water source contam•'"n!'c-:-, ~:om 
backfiow. 

2 The pesticide injection pipeline must contain a ,'cmct.o'1al 
automatic, quicX-closing check valve to prevent the -·1oV, J:' iluid 
back toward the injection pump. 

3. The pesticide iniection pipeline must also contain a functional, 
normally dosed, solenoid-operated valve located on the intake 
side of the injection pump and connected to the system interlock 
to prevent fluid from being withdrawn from the supply tank when 
the irrigation system is either automatically or manually shut down. 

4_ The system must contain functional interlocking controls to 
automatically shut off the pesticide injection pump when the water 
pump motor stops. 
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5. The irrigation line or water pump must include a functional 
pressure switch which will stop the water pump motor when the 
water pressure decreases to the point where pesticide distribution 
is adversely affected. 

6. Systems must use a metering pump, such as a poSltive 
displacement injection pump {i.e., diaphragm pumP) effectively 
designed and constructed of materials that are compatible with 
pesticides and capable of being fitted 'Nith a system interlock. 

7. Dilute the product in water follo1Ning the label mixing directions. 
It may be premixed in a supply tank with water, fertilizer or 
other appropriate tank-mixed agricultural chemicals. Agitation is 
necessary. Apply to moderately moist soils. Use volumes that 
thoroughly wet the soil but that do not cause significant runoff 
or excessive drip from pots_ Application should be continuous 
in sufficient water to apply the recommended rate evenly to the 
entire treated area_ 

8. Do not apply when wind speed favors drift beyond the area 
intended for treatment 

WARRANTY 
Certis USA, L.L.C warrants that the mater'1al contained herein 
conforms to the description on the label and is reasonably fit for the 
purpose referred to in the directions for use. Timing and method of 
application, weather, watering practices, nature of soil. the disease 
problem, condition of the crop, incompatibility with other influencing 
factors in the use of this product are beyond the control of the seller. 
To the extent consistent 1Nith applicable law, buyer assumes all risks 
of use, storage, or handling of this material not in strict accordance 
with directions given herein. NO OTHER EXPRESS OR IMPLIED 
WARRANTY OF THE FITNESS OR MERCHANTABILITY IS MADE. 
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ouble ickel55™ 
Water Dispersible Granular Biofungicide 

''?&111 FOR ORGANIC PRODUCTION 

Active Ingredient: 
Bacillus amyloiiquefadens strain 0747' 

Other Ingredients: 

Total 

Contains a minimum of Sx 1010 colony-fonning units {cfu) per gram 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

FIRST AID -Agricultural Use 
If in eyes: Hold eyes open and rinse slowly and gently with water 
for 15-20 minutes. Remove contact lenses, if present, after the 
first 5 minutes, then continue rinsing eye. Call a poison control 
center or doctor for treatment advice. 

If on skin: Take off contaminated clothing. Rinse skin vJilh plenty 
of water for !5-20 minutes. Call a poison control center or doctor 
for treatment advice. 
lf inhaled: Move person to fresh air. tf person is not breathing, call 
911 or an ambulance, then give artificial respiration, prefe-ably 
mouth-to-mouth if possible. Call a poison control center or doctor 
for further treatment advice. 
Have the product label with you when calling a poison control 
center or doctor. 
Hot Line No.:1-800-255-3924 for additional infonnation 

PRECAUTIONARY STATEMENTS -Agricultural Use 
HAZARDS TO HUMANS & DOMESTIC ANIMALS 
CAUTION: Causes moderate eye irritation. Prolonged or frequently 
repeated skin contact may cause allergic reactions in some 
individuals. Avoid contact with eyes or clothing. Avoid breathing spray 
mist. Wash thoroughly with soap and water after handling and before 
eating, drinking, chewing gum, using tobacco or using the toilet. 

PERSONAL PROTECTIVE EQUIPMENT (PPE) 
Applicators and other handlers must wear: 

Long-sleeved shirt and long pants 
• Waterproof gloves 
• Shoes plus socks 
Mixer/loaders and applicators must v•ear a dust/mist filtering 
respirator meeting NIOSH standards of at least N-95, R-95, or P-95. 
Repeated exposure to high concentrations of microbial proteins can 
cause allergic sensitization. Follow manufacturer's instructions for 
cleaning and maintaining PPE. If no instructions are available, 
use detergent and hot water for washables. Keep and wash PPE 
separately from other laundry. 

When handlers use dosed systems, enclosed cabs, or aircraft in 
a manner that meets requirements listed in the Worker Protection 
Standard (WPS) for agricultural pesticides. the handler PPE 
requirements may be reduced or modified as specified in the WPS. 

25.0% 
75.0% 

100.0% 

Net Contents: 5 Pounds 
EPA Reg_ No. 70051-108 
EPA Est No_ 70051-CA-00! 

Lot No: 

Manufactured by: 
Certis USA, LLC. 
9145 Guilford Rd, Suite 175 
Columbia, MD 21046 

CERTJS 

USER SAFETY RECOMMENDATIONS 
Users should: 

Remove clothing/PPE immediately if pesticides get inside. 
Then wash thOioughly and put on clean dothing. 
Remove PPE immediately after handling this product. wash 
the outside of gloves before removing. As soon as possible. 
wash thoroughly and change into clean clothing. 

ENVIRONMENTAL HAZARDS-Agricultural Use 
Do not apply directly to water or to areas where surface water is 
present, or to intertidal areas below the mean high water marn. Do 
not contaminate water when disposing of equipment washwaters or 
rinsate. Do not apply when v.-eather conditions favOJ drift or runoff 
from treated areas. 

GENERAL INFORMATION 
Double Nickel 55 is a broad-spectrum preventative biofungicide for 
control or suppression of fungal and bacterial plant direase~ The 
active ingredient of Double Nickel 55 is a naturally oc.:::nr1in[l ;•;train 
(0747) of the benef:cial rhizobaclerium Badfius amy/oiiquefaciens, 
which colonizes roots, leaves, and othn.?(;;.·,lt sJrfaces. 074 7 rapidly 
colonizes plant root hairs, leaves, ar!.-1 other :surfacew, preventing 
establishment of disease-causing fungi and bar.teria. 
Double Nickel 55 can be applied alo·n~ :J-r j~ combina'ion aLdior 
rotation with chemical fungicides as a tooi for integrated \Ji~"'ase 
management in agricultural crops, omaillHiil<ll and nursery plants, 
and turfgrass, in accordance with the n-.c,; r;,Jtriclive of thoSe label 
limitations and precautions_ Double Nickel 55 offers a ;aluabi2 tool 
for management of resistance to chemical fungicideS in'rough its 
multiple and unique modes of action 
Double Nickel 55 can be applied up to and including· thio d"t).- of 
harvest. 

DIRECTIONS FOR USE 
It is a violation of Federal law to use this product in a manner 
inconsistent with its labeling_ For any requirements specific to your 
State or Tribe, consult the Stale or Tribal Agency responsible for 
pesticide regulation. Do not apply this product in a way that will 
contact workers or other persons, either directly or through drift. 
Only protected handlers may be in the area during application. 
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AGRICULTURAL USE REQUIREMENTS 
Use this producl only in accordance with its labeling and with 
the Worker Protection Standard 40 CFR Part 170. This standard 
contains requirements for the protection of agricultural workers 
on farms, forests, nurseries, and greenhouses and handlers 
of agricultural pesticides. It contains requirements for training, 
decontamination, notification, and emergency assislance It also 
contains specific instructions and exceptions pertaining lo lhe 
statements on this label about personal protective equipment 
(PPE), and restricted entl)' intervals. The requirements in this box 
only apply to uses of this product that are covered by the Worker 
Protection Standard. 
Do not enter or allow worker entry inlo treated areas during the 
restricted entry interval {REI) of 4 hours_ 
PPE required for early en!l)' to treated areas that is permitted 
under the Worker Protection Standard and that involves contacl 
with anything that has been treated, such as plants, soil or water 
is: cover-alls, waterproof gloves. shoes plus socks. 
Exception: If the product is soil injected or soil incorporated, the 
WorKer Protection Standard, under certain circumslances, anows 
workers !0 enter !he treated area if there will be no contact with 
anything that has been lreated. 

NON-AGRICULTURAL USE REQUIREMENTS 
The requirements in this box apply lo uses of this product lhat 
are NOT wilhin lhe scope of the Worker Protection Standard 
for agriC\IIIural peslicides (40 CFR Part 170). The WPS applies 
villen this product is used to produce agricultural plants on farms. 
forests. nurseries, or greenhouses. Keep unprotected persons 
out of treated areas unlil sprays have dried. 

MIXING AND HANDLING INSTRUCTIONS 
Mix the required amount of Double Nickel 55 in cool water with 
sufficient agitation to mainlain a uniform suspension in the spray 
or mixing tank_ Tank should be cleaned prior to use. Do not use 
highly alkaline or highly acidic water to mix sprays. Use a buffering 
agent if necessal)' to maintain neulral1ly (pH 6 to 8) of water in the 
tank. Mainlain agilalion during applicalion. Apply immediately after 
mixing: do nol allow spray mix to sland overnight 

APPLICATION METHODS 
Ground: Double Nickel 55 can be applied in most commonly-used 
ground application equipment, such as !ractor-mounled boom, 
airblasl, high clearance, hose-end, backpack, and other pressurized 
sprayers; hose-end or hand-held sprayers; loggers or mist blowers: 
water wheel and other drench applicators: and shank or other soil 
injection method. 
Aerial: Double Nickel 55 can be applied by fixed or ro!al)' winged 
aircraft in a minimum of 3 gallons of water per acre. Standard 
precautions should be taken to minimize spray drift. 
Chemigation: Double Nickel 55 can be applied through drip (trickle) 
and sprinkler type irrigation eq11ipment. Refer to the section entitled 
"Chemigation lnstruclions" for detailed instruclions. 

Agricultural crops 

CROPS 
DISEASEStPATHDGENS 
(See footnotes for additional informat\on) 

Vegetables and melons 

Brassica vegetables Pin rot complex (A/temaria«anthomonasr 
soch as broccoli, ~.Baf sr;ots (Alternaria spp, Xanthomonas spp) 
cabbage, cauliflower. Do1•my mildew {PeronosfX)fa spp_) 
Bmssels sprouts, Powdery mildew (En'syp/le potygom) 
kohlrabi, and other "Damf)ng off." seedling blights. ar.d roo I or 
cole crops crown diseases caused by P.,tfhium. Rhizoctonia, 

Fusarwm Phylcph/hora, or Vertici/lium' spp {see 
instrliClions below for "Soil application')_ 

(conhnued) 

' 

CROPS DISEASES/PATHOGENS 
(See footnotes for additional information) 

Vegetables and melons (continued) 

Bulb vegetables Bolrytis spp (neck rot. leaf blight) 
such as onions, Purple blotch (AIIema.'ia spp_) 
gariic, shallots. and Dcwny mildew {Pe~pora spp_) 
olhers. Po.•ldery mildew {Erisyph€ spp.) 

Rust (Puccini a pori)' 
"Damp1ng off," seedling blights, and root or 

crown diseases call!:o€d by Pylhium, Rhrzocfonia, 
FuSEJrium_ Ph)'topt-Jt.ora, or Verticil# urn' spp. {see 
inStRICiions below fur"So1l application"). 

Cucurblts Powdery miiJew (Eriswhe and Sphaero/hec:; spp.) 
soch as cucum- Downy mildew {P.:.ell&lperonospora spp.) 
bers, squash (all Gummy stem blight (Cdymslla bty011iae and Phoma 
types), cantaloupes, wwrbitacearum) 
muskmelons, water- See instructions bs!crnfor "Soil application" against 
melons. and other the foliO\' ring disea~s: 
me!cns. Vine decline (Monos;xtasws cannonball us) 

Chatulal rol (MacropMmina phaseoh) 
"Damping off: seeding blights, and root or CfOI'm 

diseases caused bj Pylhium Rhizoctonia, 
Fusarium, Phytoph'Jlora, cr Verticiltium• spp. 

Fruiting vegetables Bactertal spot {Xanthr;monas SPP-Y' 
such as tomatoes, Bacterial speck (Pseudomonas syringae pv. /oma!o)'· 
peppers, eggplant Gray mold (Bolrylisci'~rea) 
toma!illo, okra. ar.d Povldery mildew· (Le~illuta, Didiopsis. En'syphe_ 
olhers and Sphaerolheca spp_) 

Early bli£tlt (A/Iemaria so/ani)" 
La\€ blight (Ph)'topirlhr!ra infestans)' 
See instructions belo>'~ for "Soil application" aga1nst 

!he follovring diseases: 
·Damping off," seeding blighls, ar.d root or 

crown diseases earned bj Pylhium, Rhizoctonia, 
FuSEJn'um, Phylophlllora. or Vertici/lium' spp 

Southern blight (Scterdium rorfsii)' 

Leafy vegetables Downy rrildew {Bremia /aclucae, Peronospora spp )' 
such as head ar.d Powdery mildew (GoRl'i\"nomyces (Erisyphe} 
leaf letluC€, C€iery. cichoracearum)' 
spinadl, radicchio, Bacterial blighls 
arJJgula, watercress, Head and leaf drop (Sderohnia spp_)' 
and others (incllld- Pink rot (Sc/~roHnia sc!eroHorum}' 
1ng leafy Brassica Leaf spots (Cen:ospu."3 spp.) 
vegetables such as See instructions beiO'->< for "Soil application" against 
mustard and collard the foi!OI'ring diseases.: 
greens. kale. OOk "Damping off," seed'lng blighls. and mol u ci,Nm 
choi, and relaled diseases caused b; Pythium. Rhizoclonia, 
crops). Fusarium, Phyto[h~':r.;rJ,'0 Verticitffum' spp. 

Bottom rot (Rhizoc/l'tlia sOta!t) 

Legume vegetables 'Mlite mold (Scterot:.i..r~c;o.Odon.mr)' 
suco1lent and dried G~ay mold (Botrytis ritreroJf 
beans ar!J peas POYidery mildew (Mi_m>S(l!>a~ra dffusa) 
such as green, snap, Rusls' including Un:myces appendiwlatus, 
shell, and Lima Puccinia spp, ar>i:JASia'n soybean 1\•st 
beans, garbanzo (Phayosp6ra pac!;Jrhizi) 
beans, chickpeas, "Damping off,'' seedlir!J blights, and roo I or 
soybeans, dry crown diseases cauoed by Pylhium, R~rzf~loni~. 
beans. peas. split FIJSarium, Phytophffwra. or VerticilliM/ spp_ (see 
peas, lentils, am! instructions beiOI'r fur "Soil application"). 
other legumes 

(continued} 
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CROPS 
DtSEAS ES/PATHOGENS 
(Sl.!e footnotes for additional information) CROPS 

DtSEASEStPATHOGENS 
(See footnotes for additional information} 

Vegetables and melons (continued) Otherlruits 

Root, tuber, and Black rootlcrovm rot (Alternaria spp} Strawberry Powdery mildew (Sphaerotheca macularis. 
corm vegetables Bacterial leaf blight (Xanfhomonas campestris) Erisyphe spp.)'" 
such as potato, Downy mildew (Peronospora spp.} Gray mold (Botrytis cinerea)"" 
sweet potato, carrot. Powdery mildew (En'syphe spp.) Anthracnose (Cotietottichum acufafum) 
cassava, beets. Gray mold (Boftylis spp_) Ang.Jiar leal spot (Xanfhomonas fragariaer 
ginger, radish, horse- IMlite mold (Scfarotinia scterotiorvmp For the following diseases, see instJuctions 
radish"'. gir.seng, Black leg /bacterial soft rot (Envinia cerotovora) below for·Soil application' {and also root dip 
tumip. and other Earl'f blight (Atfeman·a solanij' instructions'"l): 
root, tub& and conn Late blight (Phytophthora infestans)' "Damping olf and root or crown diseases caused 
crops See instructions be!0\•1 for "Soil application" against by Rhizoctoma, FUS<>rium. Pythium, Pilytophfhora, 

the following diseases: and/or Verlicittiurrt spp. 
Black scurl (Rhizocfonia solanij Charcoal rot (Macrophomina phaseoffna) 
Cavity spot {Pythlurn spp} 

"Damping off," seedling blights. and 1001 or crown 
diseases caused by P.flhium, Rhizocfonia, 
Fusarium, Phytophfhora, or Verlicitlium' spp. 

Berries, including Mummy berry (Monitinia vaccinii-cortmbosi)' 
blueberry, black- Botrytis blight (Boltylis cinerea) 
berry, raspberry, Bacter'1al canker (Psevdomonas spp.}'l 
loganberry. huckie. Anthracnose fruit 1ot (Colletofrichum aculatum)'0 

other vegetables Bofrytis spp berry, gooseberry, 
such as sweet corn, Rusts (Puccinia spp.) elderberry. cranberry 
popcom, aspa1a- 1/lihite mold (Scterofmla sclero!Iorvm)l (non-tlooded fields}, 
gus, peanut and Leaf spots (Cercospora and Cercosporidium spp-)' current, and olh€1 
watercress "Damping off," seedlir.g b!ights, and root or benies 

crown diseases caused by Pythlum, Rhizocionia. 
Fusarium, Phytophthora. 01 Verfrci!lium' spp (see 
instructions below lor"Soil application1-

Grapes Powdery m~de-u (Erisyphe {fonnerly Uncinula) 
ir.cluding wine necator)'' 
grapes, table grapes, Gray md.d (Botr;tis cinerea)" 

Tree fruits and nuts and raisins Sour rot comp!e:<" 

Citrus AUeman·a leaf spot (Alternaria altemata) 
such as orange, lem- Postb!oom fruit dlop (CoUefofridiUm acutalum)' 
on, lime, grapefruiL Greasy spot (Mycosp!Jaeretta cifri)'l 

Downy mildew (Piasmopara Iiiticola)' 
Phomopsis (Phomopsis Iiitico!a)" 
Eutypa (Eutypa tata;n 

tangerine (mandarin), C1trus canker {Xanfhomonas campestris pv. cifn)' Tropical fruits Anthracnose (Collefoftichum spp.) 
tangelo, pummelo. Scab (E!sinoe faivcetti)'< such as avocado'", Scab (Sphacetoma perseae) 
and other citius Melanose (Diaporlhe cifn)' mango·i!. papayaH Bacterial canker (Xantilomonas campestris) 

Pometruits Powdery mildew (Podosphaera leucofrichii)' 
such as apple, pear, Scab {Venturia SpP.)" 

plf,eapple's, banana, Sigatoka (Mycosphaeretta liJiensis)r.J 
plantain, and others. 

crabapple, quince, Flyspeck (lygophia!a jamaicensis)' Other Crops 
and others Sooty blotch disease complex< 

Brooks spot (Mycosphaeretta pomi)' 
Bot rot/white rot (Bofryosphaeria dolhidea)' 
Bitter rot (Cot'etotrichum spp.)' 
Cedar apple rust (Gymnosporar.gium 

jumpen'-virginianae)' 
Fire blight (Envinia amylovora)'' 

Herbs and spices Powdery m!dews (Oid'um spp and others} 
such as basi. thyme, Downy mildews {Peror,ospora spp and others)' 
coriander, dill, cilan- Damping off diseases (Rhizocfom·a. Pythium. 
!Jo, pa1si€y mint. Altemanii, ar.d Fusarium spp_) 
and otriers Leaf spots {Aitemaria, Seploria. Cottetofrichum. and 

Cercospora spp.}' 
Bacterial diseases {Etwinia, Xanthomon'!s, and 

Stone fruits Powdery mildew {Sphaerofheca and Pseudomonas spp.} 
such as apricot, Podosphaera spp.)''' Rusts {Puccinia spp. and others) 
cherry. nectarine, Bacterial canker (Pseudomonas spp.} 
peadl, plum, prune, Brown rot blossom blight (Monitrnia faxap 

"Dampir,g off and r'"c'.CI·::r:ur. d1seases caused by 
Rhizoctonia, Fus~rium,· Pybium. Ph;tvphfilura, 

pluot. and others Brown 1ot (Monilmia frvcficola)'lC and/01 Verlicillium' spo, (<:eB instrud-rns tz{Jw 
Gray mold (Botrylis cinereaF for "Soil application').' , .. 
Peach leaf Cli~ (Taphrina deformans) 
Bacterial leaf spot (X an tho monas arbicola pv pruni)' 
Rusty spot (Podosphaera leucofricha)' 

Coffee Coffee berry disease (f.A(it!'lnfrichum coffc.&.w,;)-
Coffee rust (Hemileia va~taftiXJ' 
Anthracnose (Collefcitik:hJm spp.} 

Tree nuts 1/l.'alnut blight (Xanthomonas campeslris)"' Bofrytis fiower biight 
such as almond. Anthracnose (Cotteto!richum acutatum)' Cercospora leal spot and berry blotch 
pistachio, pecan. Bacterial canker (Pseudomonas syringae) 'Damping off and root orcrO'Nn disease: ca:ISe<J "Jy 
walnut. filbert, Shot hole {\Mtsonomyces carpophitus!' Rhizoclonia. Fusarium, Pythium, Phyt,p!lth!ira. 
hazelnut, chestnvt, Brown rot {Moni~niii spp }' and/or Verticitlium' spp_ {see instructions below 
macadamia, and Pecan scab (Ciadosprium catyigenumr' fo1 "Soil application). 
other tree nuts_ (continued} 
Pomegranates Leaf and fru~ spots (Cercospora, Gtoeosporium and 

Pesfalofia spp }' 
Fruit rots (Atleman'ii, Boll' ;tis, and other spp )" 
Powdery m!dew (Sphaerolheca pannosa) 
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CROPS DISEASES/PATHOGENS 
(See footnotes for additional information} 

Other fruits (con!fnued} 

Tobacco Angular :eaf spot (Pseudomonas spp) 
Antllracr.ose (Collefol!ic/1um and Glometella spp.) 
Blue mold or downy mildevr(Perorospora spp.}' 
Brown spot (Affeman"a) 
Bam spotlfrogeye leaf spot (Cerrcospora nico~·anae)" 
Collar rot (&Ierofinia slcerolforum)' 
Gray mold (Bofrytis cinerea) 
Powdery mildew (Erystphe cichoracearum) 
Target spot (Rhizocfonfa solanO 
See instructiorJS belovr for "Soil application" against 

tile follovring diseases: 
"Damping o!f.- seedlir.g blights. and root or 
crown diseases caused by Pytlrium. Rhizoctonia, 
Fusarium, Ofpfdium, Phytophthora_ cr 
Vet/icl]lium• spp 

Charcoal rot (Macrophomina phaseoimat 
Black root rot (Thfelaviopsis basicola) 
Black shank (Phytophlhora spp-)' 
South em blighti&Juthem stem rot (Sd€rotium rolfsil)' 

Mint Rust (Puccini a spp.) 

Hops Powdery milde~•r (Sphaerolheca macuran's)l' 

Footnotes: 
'Suppression only. for improved control mix or rotate with cnemical fungicide 
approved for such use. 

' Tank mix or rotate witll copper-based lu!J2icides at label rates for improved 
control. 

' Apply at or immediately following planting (but before plant emergence} as 
a bar,ded seedline treatment 4 to 6 inches wide. Make secoiid application 
at !ilinnir.g or cultivation in sufficient 1•rater aiid multiple nozzles to ensure 
!llorougll coverage ot lower leaves aiid surrounding soil surface. lncorpo-
ration l'ri!ll light irrigation alter applicat1on may improve disease controL 
Repeat at tO-t4 day intervals if conditions promoting disease persist 

' For greasy spot suppression. apply at first new foliarfiush aiid rep;;at with 
each new Hush. Tank mix vn!ll spray oil or copper based fungicide at ta-
beled rates. 

' For suppression of citrus scab. start applications at first ne~•r foliage flush 
aiid repeat at petal fall and vrllan fruit are y, inch in diameter 

' Make first application at or before tight cluster if conditions favor disease 
development. Repeat at 7-!0 day intervals through tile secoiid cover spray 
or longer on susceptible variet1es or ii environmental coiiditions tavor rapid 
disease development 

0 Begin applications before bloom when environmental conditions favor dis--
ease development repeatir.g at 7 to t4 day inter;als or as needed. Control 
may be enhanced by addition of a surfactant to improve spray coverage. 
Use only surfactants known to be safe lor use on tile crop and for wllicll 
sucll use is albrred_ 

' Rotate vri!ll antibiotics registered for fire blight control for improl!ed perfor-
maJICe. Begin applications at t-5% open blossoms and repeat every 3-7 
days as necessary unti! petal tall, vrhen intervals can be increased to 7 
days Double Nickel 55 can ai&J be used in summer "cover spray" applica-
lions to control tile snoot blight phase ot fire blight aiid summer diseases. 
Can be mixed with copper fungicides to improve control. 

' Make flfst app!icaUon at popcorn stage and repeat every 7 days. 

' Start applYing at early bloom stage and repeat every 7 days through petal 
I all. 

" Pre-harvest applications in sufficient vrater to cOJer fruit or other harvested 
plant parts may improve control of pos!llarvest infections 

" Begin applications at or beiore pistillate bloom, repeating every 7- !0 days 
Apply before rainfall if possible, and tank mix or rotate with a copper-based 
bactericide registered for such use for improved control 

"Start applications at or ius! before ftO>•reMng and repeat fNery 7- to days as 
needed tllrougllllarvest 

(conlrnued) 

Footnotes: (continued) 
n Apply beiore fall rains aiid again during doanancy betore sprir.g growth. 
"Startapplicat1ons when ne-,vshoots are y, !o 1V, ioclles tong Repeat at 3-5 

inches. 8-tO inches. and !hen at 7-to Oay intervals until disease concll!ions 
no lor.ger exist. 

''Apply at bloom, before Q.mch closure. at vffiison, and before harvest 
' 0 Apply when snoots are •;, to t inclllong and again when 6-8 inclles long 
" Mix 2 fiuid ounces DDuble Nickel 55 per gallon of water and apr:ly to prun

ing wounds. 
"Apply at bud break and repeat on 14-2 t day interval as needed Ill rough 

harvest 
"Ar::ply at ftoweMng aiid repeat on t4-2t day interval as reeded through 

harvest 
20 Apply at first appearaJICe of leaves and repeat at 7-2 t day intervals as 

needed, in sufficient water to obtain !llorough coverage of foliage Tank mix 
with spray oil or other registered fungicides for improved control. 

,. Mix 6 totO fiuid ounces Double Nickel 55 per 100 gal!ons of water aiid 
apply in minimum of 20 gallons per acre from eme~ence to training, 50 
gall OilS per acre frcrn train'1r.g to wire, and tOO gallons per acre from wire 
touch through harvest 

"'For treatment of horseradish or strawberry roots immediately before trans
plantlr.g_ immerse bare roots (individually orin bunclles} for to seconds in 
a suspension oft to 2 pints Double Nicke! 55 per ga!on ol water. 

Foliar application: For control of diseases on foliage, flo~rs, 
fruit, or other above-ground parts of plants: Mix Double Nickel 55 
in water and apply as a spray at a rate of 0.25 to 3 pounds per 
acre in suff1cient water to achieve thorough coverage of the crop 
canopy vrith minimal runoff. Begin applications at crop emergence, 
transplanting, or vrhen conditions are conducive to development of 
disease. Repeat application every 7 to 10 days, or as needed, for 
as long as conditions favor disease development. Lower rates (0.25 
to 1 pound per acre} may be applied under light disease pressure, 
to smaller (e.g. newly-emerged) plants. or when Double Nickel 55 
is used in a tank mix with other fungicides whose labels allow 
such use. Under moderate to severe disease pressure, or vrhen 
environmental conditions and plant stage are conducive to rapid 
disease development, use higher label rates (1 to 3 pounds per 
acre}, apply more frequently (every 3 to 7 days}, and mix or rotate 
Double Nickel 55 with other fungicides for improved performance. 
Soil application: For control of soilborne diseases infecting 
seeds, seedlings, roots, crown, stems, or other plant parts 
below ground or in contact with soli: Apply Double Nickel 55 at 
0.125 to 1 pound per acre. Mix the required amount in sufficient 
water to apply by one of the following methods: 
• Soil drench applied to transplants in flats or pots in the greenhouse 

or nursery any time prior to transplanting (see additional drench 
instructions under "Nurseries, greenhouses, shade houses. and 
ornamental plants" below). 

·Soil drench at transplanting, using a "water wheel" injector, spray 
nozzlesfhoses, or other method to Cr.'"r.c:-, each root ba'il andfor 
planting hole_ • ' 

·Soil or seedline drench, or banded ~P'1'Y ('r-furrow; at !..l~nting. 
See the section on "Banded (in-fumJY.) application" belov: for 
additional instructions. ' ' 

Follow-up (post-planting} preventative· ap;:IIICa'ions can bE;" made 
every 2-4 v~eeks by one or more of the fvL:Miong methods, if ne.eded: 
·Drip {trickle} or any type of sprinkler irrigation, anr .~i:--:1.} <.fler 

planting or transplanting_ See Chemigation lnstr.Jctions for 
additional information_ 

·Spray directly onto the soil surface andfor lower plaLt pa,b. If 
targeting root disease, follow immediately with sufficient overhead 
sprinkler irrigation to move Double Nickel 55 to the root zone. 

•Injection directly into the rooting zone using shanks or similar 
equipment. 

Lower rates (0. 125 to 0.5 pounds per acre} may be applied under 
light disease pressure, to smaller plants, or when Double Nickel 55 
is used in a tank mix with other fungicides whose labels allow 
such use. Under moderate to severe disease pressure, or when 
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environmental conditions and plant stage are conducive to rapid 
disease development, use higher label rates (0.5 to 1 pound per 
acre}, apply more frequently (every 2 weeks}, and mix or rotate 
Double Nickel 55 with other fungicides for improved performance. 

Banded (in-furrow} application: Use the table below to determine 
the correct application rate of Double Nickel 55 per t,OOO row feet, 
based on row spacing and desired rate per acre_ Mix the required 

amount of Double Nickel 55 in water and apply as baroded spray (4" 
to 6" wide} or seedline drench centered over the planting furrow_ 
Apply directly over seeds in the furrow (ust before they are covered 
with soil. The volume of water required per acre or per 1,000 row feet 
wilt depend on the application equipment used. Consult your local 
cooperative extension service if you need assistance calibrating 
band spraying equipment. 

Rates for banded (iro-furrow} application: Find desired application rate in the left column. Read across that lme to the correct row spacing 
indrcated at the top to fir1d the number of ounces (dry} per 1.000 row feet that will provide the desired application rate per acre. To convert to 
level teaspoons, multiply the number of ounces by 8.2. For level tablespoons, multiply the number of ouroces by 2.75. 

Ratefacre Space between rows (inches} 

(pounds} 12 14 16 18 20 22 24 

0.25 0.1 0.1 0.1 0.1 0.2 02 0.2 

0.5 0.2 0.2 0.2 0.3 0.3 0.3 0.4 

0.75 0.3 0.3 0.4 0.4 0.5 0.5 0.6 

1.0 0.4 0.4 0.5 0.6 0.6 0.7 o:r 
1.25 0.5 0.5 0.6 0.7 0.8 0.8 0.9 

1.5 0.6 0.6 0.7 08 0.9 1.0 1.1 

1.75 0.6 0.7 0.9 1.0 1.1 1.2 1.3 

2.0 0.7 09 1.0 1.1 1.2 1.3 1.5 

2.25 0.8 1.0 1.1 1.2 1.4 1.5 1.7 

2.5 09 1.1 1.2 1.4 1.5 1.7 1.8 

2.75 1.0 1.2 1.3 1.5 1.7 1.9 2.0 

3.0 1.1 1.3 1.5 !.7 1.8 2.0 2.2 

Nurseries, greenhouses, shadehouses, and ornamental plants 
Spray application: Mix 0.25 to 3 pounds of Double Nickel 55 per 
100 gallons of water and apply as a foliar spray of sufficient volume 
to wet the entire plant INith minimal runoff. Begin preventative 
applications at plant emergeroce and repeat every 3-28 days as 
needed (every 3-7 days if disease pressure is high or environmental 
conditions are highly favorable to disease outbreak. 10-28 days 
under low pressure or less coroducive conditions). 

Drench application: Mix 0.125 to 2 pounds of Double Nickel 55 
per 100 gallons of water and apply as a drench or coarse spray 
to soil or other growing media in pots. flats, plugs. trays, or planting 
beds, for control or suppression of soilborne diseases of seedlings, 
cuttings, bedding plants, and transplants (including vegetables 
and other transplanted food crops)_ Make first application at or 
immediately before seeding, sticking, germination, or transplanting_ 
Repeat applications every t4-28 days as needed. Transplants 
can be treated immediately before trarosplanting into field soils to 
protect against damping-off and other diseases that reduce plant 
establishment. 
Cutting or root dip: Dip basal end of cuttings or bare roots 
(individually or in bunches) in a suspension of 1 to 2 pounds of 
Double Nickel 55 per gallon of water. Immerse for 5-10 seconds 
immediately before planting_ 

Chemigation: Mix 0.125 to 2 pounds of Double Nickel 55 per 100 
gallons of water and apply via drip, handheld, or sprinkler irrigation 
systems_ Refer to "Chemigation Instructions·- for more details_ 

26 28 30 

0.2 0.2 02 

0.4 0.4 0.5 

0.6 0.6 0.7 

0.8 0.9 09 

!.0 1.1 L1 

1.2 1.3 1.4 

1.4 1.5 1.6 

1.6 1.7 1.8 

18 1.9 2.1 

2.0 2.1 2.3 

2.2 2.4 2.5 

2.4 2.6 2.8 

CROPSIUSE SITES 

Indoor, outdoor, and 
shade- oro!her ctN-

er-grown ornamental 
trees and shrubs, 
fiowering plants, foli-
age plants, tro~ical 
plants, potted plants, 
potted or cut fbwers, 
bedding plants, 
fores!fY seedlings. 
conifer produc~on 
for retoresta\lon, fruit 
trees, vegetables 
and other crops 
grO\vn in greenhous-. 
esornurs€ries 

; 

32 34 36 38 40 

0.2 0.3 0.3 0.3 0.3 

0.5 05 0.6 0.6 0.6 

0.7 0.8 0.8 09 0.9 

1.0 1.0 1.1 1.2 1.2 

1.2 1.3 1.4 1.5 1.5 

1.5 1.6 1.7 1.7 1.8 

1.7 1.8 1.9 2.0 2.1 

2.0 2.1 2.2 2.3 2.4 

2.2 2.3 2.5 2.6 2.8 

2.4 2.6 2.8 2.9 3.1 

2.7 2.9 3.0 3.2 3.4 

29 3.! 3.3 3.5 3.7 

DISEASESIPATHOGENS 

Powdery mi!dews caused by EnS}'phe. 
PtxkJsphaera, Sphaero!heca. Oidium. and 
Golovinomyces spp.} 

Anthracnose (Coffetof;iciJum spp.} 
Bacterial leaf spots caused by EMinia_ 

Pseudomonas, and Xanlhomonas spp. 
Damping-off disease (Rhizoctonia. Pythium, 

Fusan·um spp.} 
Late blight, blackeye, and root rots caused by 

PhytophtllOf<i spp 
Gray mold and blight caused by Bolrytis cinerea 
Black root rot (Aspergillus spp} 
Black sp:Jt ot roses (Diplocarpon rosae) 
Downy mild8111 (Peronospof<i spp.} 
Leaf spots caused by Alternaria, Sep!on'a_ 

Cercospora, Enfo.rf..,Sp\:tiuh HefminlhosPorium, 
and Myro!hecium-~pp.) 

Rust (Puccinia spp_) 
Scab (Venturia spp} . 
Root rot bottom rot.,Ol stern rot caused t,' 

Rhizoctonia so/ani 
Sclerofinla blight 
Fusarium wilts . 
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Turfgrass application: For conlrol of foliar diseases, apply Double 
Nickel 55 a! 0.5 to 1 ounce per 1,000 square feet as a ground
directed spray in suffiCient water to provide thorough coverage. To 
con1rol root and crown diseases in or on the soil. immediately follow 
lhe spray with sufficienl overhead sprinkler irrigation to move lhe 
product inlo the root zone 

USE SITES/CROPS DISEASES/PATHOGENS 

Tur( sod, lawns. gdf course Anthrarnose (CoJ/etofrichum graminicoJa) 
(fa1f\/1ays, roughs. greens. Brown palch (RhirocJonia sofanij 
tees), g1ass seed production Dolia1 spol (Lanzia and Moenerodi\JC!JS spp. 

Including but nollimited formerly Scferofinia homeocarpa) 
10: Bluegrass. Ben!grass. Powdery mildew (Erisyphe graminis) 

Bermudagrass (common & Rust {Puccinia spp_) 

hybrid). Dichondra. Fescue. Gray leaf spol (PyricuJaria grisea) 

Drchardgrass, Poa annua. Sl ·oamping off or seedling blighls caused 

Augustine grass, Ryegrass. by Pythium 

Zoysia. mixtures. and other 
grasses or omamentallurf 

STORAGE AND DISPOSAL 
Do nol contaminate water, food, or feed by slorage and disposal. 

Pesticide Storage: Store in a dry area inaccessible to children. 
Store in original containers only. Keep conlainer closed when not 
in use_ 

Pesticide Disposal: Wastes resulling from the use of this prod
uct may be disposed of onsile or at an approved waste disposal 
facility. 

Container Handling: Nonrefillable conlainer. Do nol reuse or 
refill this container. Completely empty bag inlo applicalion equip
men!. Then offer for recyding if available or dispose of empty 
bag in a sanitary landfill. or by incineralion. or if allowed by slate 
and local authorities, by buming. If burned, stay out of smoke. 

CHEMIGATION INSTRUCTIONS 
General information: 
Apply this producl only lhrough drip {trickle) irrigation (including 
micro-irrigation lhrough spaghe!li tubes or individual tubes) or 
sprinkler irrigation {induding impact or microsprinklers, overhead 
boom. solid set. lateral move, end tow, side-roll, center pivot, or hand 
move, including misHype syslems); or with hand-held calibrated 
irrigation equipmenl {such as a hand-held wand with infector). Do 
not apply this product through any olher type of irrigation syslem_ 
Crop initJry or lack of effectiveness can resull from non-uniform 
dislribution of trealed waler. 

If you have queslions aboul calibration, contact State Extension 
Service specialisls, equipment manufaclurers or other experts. 
Do not connect an irrigation system (including greenhouse systems) 
used for pesticide application lo a public water syslem unless the 
pesticide label-prescribed safety devices for public water syslems 
are in place_ 
A person knowledgeable of lhe cllemigation syslem and responsible 
for its operation. or under the supervision of the responsible person, 
shall shut the system down and make necessary adjustments 
should lhe need arise. 
Public water syslem means a system for the provision to the public 
of piped water for human consumplion if such syslem has a! least 
15 seruice connections or regularly serues an average of alleast 25 
individuals daily at least 60 days out of the year. 

Chemigalion syslems connected lo public water systems must 
contain a funclional, reduced-pressure zone, backfiOVI prevenler 
(RPZ) or the funclional equivalenl in I he water supply line upslream 
from the point of peslicide introduction. As an option lo lhe RPZ, 
I he water from the public water syslem should be discharged inlo 
a reservoir tank prior lo pesticide inlroduclion. There shall be a 
complete physical break (air gap) between lhe oullet end of the fill 
pipe and I he lop or overfiow rim of the reservoir lank of a I least twice 
the inside diameter of I he fill pipe_ 

The pesticide injeclion pipeline must conlain a functional, aulomalic, 
quick-closing check valve lo prevent the fiow of fluid back loward 
lhe injeclion. 

The peslicide injeclion pipeline musl contain a funclional. normally 
closed. solenoid-operated valve localed on the intake side of the 
injection pump and connected to the system interlock to prevent 
fluid from being wilhdrawn from the supply tank when lhe irrigation 
system is either automatically or manually shut down. 
The system musl conlain functional inleriocking controls lo 
aulomatically shut off the pesticide injection pump when the water 
pump molor slops, or in cases where there is no waler pump, 
when the water pressure decreases to the point where pesticide 
distribution is adversely affected. 
Systems must use a metering pump, such as a positive displacement 
injection pump (e.g., diaphragm pump) effeclively designed and 
construcled of materials that are compatible with pesticides and 
capable of being fitted with a system interiock. 
Do not apply when wind speed favors drift beyond lhe area inlended 
for treatment 

Remove scale, pesticide residues, and olher foreign ma!ler from lhe 
chemical supply lank and injeclor syslem and fiush wilh clean vrater 
before use. Failure to provide a clean tank. free of scale or residues 
may reduce effectiveness of this product 

Drip (trickle) and micro-irrigation chemigation 
1 The system must contain a functional check valve. vacuum relief 

valve and low pressure drain appropriately located on the irrigation 
pipeline to prevent water source conlamination from backflow. 

2. The pesticide injection pipeline mus1 contain a funclional, 
aulomatic, quick-closing check valve to prevenl the fiow of fluid 
back toward the infection pump. 

3_ The peslicide injeclion pipeline must also conlain a funclional. 
norma~y closed, solenoid-operaled valve localed on the inlake 
side of lhe injection pump and connected lo lhe system interlock 
lo prevent fluid from being wilhdrawn from the supply tank when 
I he irrigalion system is either aulomalically or manually shut down_ 

4. The system must contain funclional interlocking controls to 
aulomalically shut off the pesticide injection pump when I he water 
pump motor stops. 

5. The irrigation line or water pump must include a functional 
pressure switch which will slop the water pump motor when the 
water pressure decreases to the poinl where peslicide dislribution 
is adversely affected. 

6. Systems must use a melering pump such as a positive 
displacement injeclion pump {i.e., diaphragm pump) effectively 
designed and constructed of materials thai are compatible with 
pesticides and capable of being fitted with a syslem inlerlock. 

7. Dilute the product in waler following the label mixing direclions_ 
II may be premixed in a supply tank wilh vraler, rertaizrr, or 
other appropriale lank-mixed agricullural chemicals_ -A<Jila!iun is 
necessary. Apply lo moderately moist soils. Use volurres lhat 
lhoroughly wei the soil bul thai do' riot _~..fu>se signifir.ant runoff 
or excessive drip from pols_ Applic..alion sfwuld b( 'cGntinUous 
in sufficient water to apply lhe recorrJJ:-.C:cj rale evenly to I he 
entire trealed area. 

Sprinkler chemigation; 
!. The syslem musl contain a funclirn)a• r.'leck valve, vacuum 

relief valve, and low pressure drain approprialely loc1ted CE the 
irrigalion pipeline to prevenl water source contamil,aiiCJ;!'fiOm 
backflow. , 

2_ The pesticide infection pipeline musl conlain a fw.clio•,al, 
aulomatic. quick-closing check valve to prevent the f•ow Of fluid 
back toward lhe injection pump_ 

3. The pesticide infection pipeline musl also conlain a functional, 
normally dosed. solenoid-operaled valve located on the intake 
side of the infection pump and connected to lhe syslem interlock 
to prevent fiuid from being wilhdrawn from the supply lank when 
the irrigation syslem is either aulomalically or manually shut down. 

4. The syslem must contain funclional inle~ocking controls lo 
aulomatically shu I off lhe peslicide infection pump when the waler 
pump motor slops 
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5. The irrigation line or water pump must include a functional 
pressure switch which INill stop the water pump motor when the 
water pressure decreases to the point where pesticide distribution 
is adversely affected. 

6. Systems must use a metering pump, such as a positive 
displacement injection pump (i.e., diaphragm pump} effectively 
designed and constructed of materials that are compatible with 
pesticides and capable of being fitted with a system interlock. 

7. Dilute the product in water folloiNing the label mixing directions. 
It may be premixed in a supply tank with water, fertilizer or 
other appropriate tank-mixed agricultural chemicals. Agitation is 
necessary. Apply to moderately moist soils. Use volumes that 
thoroughly wet the soil but that do not cause significant runoff 
or excessive drip from pots. Application should be continuous 
in suff1cient water to apply the recommended rate evenly to the 
entire treated area. 

8. Do not apply when INind speed favors drift beyond the area 
intended for treatment 

WARRANTY 
Certis USA, L.L.C. warrants that the material contained herein 
conforms to the description on the label and is reasonably fit for the 
purpose referred to in the directions for use. Timing and method of 
application. weather, watering practices, nature of soil, the disease 
problem, condition of the crop, incompatibility with other influencing 
factors in the use of this product are beyond the control of the seller. 
To the extent consistent with applicable law, buyer assumes all risks 
of use, storage, or handling of this material not in strict accordance 
with directions given herein. NO OTHER EXPRESS OR IMPLIED 
WARRANTY OF THE FITNESS OR MERCHANTABILITY IS MADE. 
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Status 
Allowed with Restrictions 

Product number 
ttc-2901 

Restrictions 

OMRilisted® 
The following product is OMRI Usted.lt may be used in certified organic 

production or food processing and handling according to 

the USDA National Organic Program Rule. 

Product 
DoubleNickel55'" Biofungicide 

Campan!J 
Certis USA 

Ms. Christine Dively 

9145 Guilford Rd,Suite 175 
Columbia, MO 21046-1952 

Category 
Microbial Pesticides 

Class 
Crop Pest, Weed, and Oisease Control 

Issue Date 
20-Mar-12 

Expiration Date 
01-Jun-2013 

May be used for pesticidal purpofe~ only if the requirementsof205.206[e] ale met, which requires the use of preventative, mechanical, physical, ond othe! 
pest, weed, and disease management practices. 

P- ~ Executive~ 
Product review is conduc!ed according to the policies in !he curren! OMRI Policy Manual and bafed on the S(anda!ds in the curmn! OMRIStondards Manual. 
To verify !he current status of this or any OMRI Listed product, view the moot current vemion of the OMRI Product~ Lim at vrvrw.omri.org. 
OMRIIioting is not equivJient to organic certification and is not J product endomement. It cannot be consrrued as such_ 
fln~l decisions on the acceptability of a product fo! use in~ cenified org,;r.ic ~ystem are the responsibility of a USOA acc!edited certification agent. 
It is the ope! a to! 's responsibility to properly use the product, including following o ny Jestrictions. 

OMRr Organic Materi;';l!S Review Institute 
P.O. Box 11558, Eugene, OR 9?440-3?58, USA 

541.343.?600 ·fax 541.343.89?1 • info®omri.org · www.omri.org 
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Hand-Delivered 

March 22,2012 

Sheryl Reilly, Ph.D., Chief 
Microbial Pesticides Branch 

CERTIS 

Biopesticides & Pollution Prevention Division (7504P) 
Office of Pesticide Programs 
US Environmental Protection Agency 

Re: Certis U.S.A., L.L.C. 
Notification of Additional Brand Name 
CX-9030; EPA Registration Number 70051-108; Amvlo-X 

Dear Dr. Reilly; 

Certis USA 
9145 Guilford Road 
Suite ! 75 
Columbia. MD 21046 

(301) 604-7340 

Fax: 301-604-7015 
www.ce11isusa.com 

On behalfofCertis U.S.A., L.L.C. (9145 Guilford Road, Suite 175, Columbia, Maryland 21046), 
I respectfully submit a Not[ficationfor CX-9030, to provide the additional brand name, Amvlo
X. Please note that we are dropping the WG from the approved brand name Amylo-X WG. No 
other changes have been made to the EPA stamped label, dated December 16, 2011. 

Please do not hesitate to contact me if you have any questions about this submission. 1 can be 
reached by telephone at 301-483-3806 or by email at cdivelv@certisusa.com. 

Sincerely, 

~ y{-~~ 
Christine A. Dively 
Director of Regulatory Affairs 
Certis USA 

Enclosure 
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Print Form 
Form A roved. MB No. 2070-0060 

United Stetee OPP Identifier Number 

&EPA Environmental Protection Agency @ Registration 
Amendment 
Other Washington, OC 20460 

1. ComponyJProduct Number 
70051~108 

4. Company/Product (Name} 
CX-9030 

Application for Pesticide - Section I 
2. EPA Product Manager 

Reynolds 

PMI 
Microbial Pesticide Branch 

3. Propose.d CloC8ificetion 

0 None D Restrict&d 

5. Nome and Addre" of App~cant (Include ZJP Cede( 6. Expedited Review. In accordance with FIFRA Section 3(cJ(3J 
!bllil, my product is similat or identical in composition and labeling 
to: Certis USA, L.L.C. 

914S Guilford Road, Suite 175 

Co/vmbiSJ.tlmytandd/104~ 
D EPA Reg. No. _______________ _ 

U Check if this is e nsw eddrus Product Name 

Section - 11 

Amendmont ·Explain below. Final printed labels in response to D 
D 
0 

Resubminion in reeponse to Agency Iotter detod -------

D 
D 
D 

Agency letter dated -------------1 
"Me Too" App~cetion. 

Notification- Explain below. Other~ Explain below. 

Expfanation: Use additional pegalsllf necaosary. !For section I and Section II.) 

Submission of an Alternate Brand Name (Amylo-X), dropping the WG from the approved ABN Amylo~X WG. 
See attached certification statement. 

1. Me1eriol Thi• Product Will Be Packaged In: 

Child·Reeistant Packaging 

Ov .. -
0•• 

Unit Packaging 

Ov•• 
~·· If "Yes" No. pur 

Section - 111 

Water Solublo Packaging 

n v .. 
[] No 

2. Type of Container 

Glaes 
Peper 

• Certif"JCIItion must 
btl submfttod 

Unit Packaging wgt. container 
II "Yas· 
Peckooa wgt 

No. par 
container 

§~=:~. 
Other 1Spocify) _______ 

1 

3. Location of Net Contantt: Information 

I8J Label D Container 

6. Manner in Which Lebel il Affixed to Product 

4. Sizelsl Rstail Containot 

Sibs 

F Uthogroph 
Paper gluad 
Stoncilod 

I 

Section- IV 

5. Location or Lebel Diractiona 
tK"l On Lebel 
c:::J On L.eboling accempenyin~ product 

0 Other ----------- __ _ 

1. Contact Point (Complet• ftams dirt~etly balow for idantificstion of individual ro bf! contacrad, if necessary, to pfo'c,'$$ tVs tJpplicstion.) 

Nome Title Telephone No-. llnch.de Aroo Codol 
Christine A. Dively Director of Reg. Affairs 301-483-38C6 

~----~--------------L---------------~---r--------~ 
Certification 

I certify thlll1ho statoments I have made on this form and all attachments thereto ere true, accurate and complote. 
I acknowledge that eny knowingly false or misleading stotoment may be punishable by fine or impriaonmant or 
both under applicable lew. 

4. Typed Nama 

Christine A. Dively 

Q 
' 

3. Titla 

Director of Regulatory Affairs 

5. Date 

March 22,2012 

6. Datil .6,?j:llication 
Received 

(Stamped) 

EPA Form B57o-1 (R•v. 8-94( Ptelllous editions ere obsolote. Whh• • EPA r:u. Copy (orlglnall Yallow • AppUcant Copy 
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NOTIFICATION STATEMENT 

CX-9030 EPA Reg. No. 70051-108-- in compliance with PR Notice 98-10 

"This notification is consistent with the provisions of PR Notice 98-10 and EPA regulations 
at 40 CFR 152.46, and no other changes have been made to the labeling or the confidential 
statement of formula of this product. I understand that it is a violation of 18 U.S.C. sec. 
1001 to willfully make any false statement to EPA. I further understand that if this 
notification is not consistent with the terms ofPR Notice 98-10 and 40 CFR 152.46, this 
product may be in violation of FIFRA and I may be subject to enforcement action and 
penalties under sections 12 and 14 of FIFRA." 
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CX-9030 
Water Dispersible Granular Biofungicide 

OMRI Seal 
placeholder 

(Alternate brand names: Double Nickel 55; Amy lo-X) Alternate Brand Name 

For Organic Production 
Active Ingredient: 

Bacillus amyloliquefaciens strain 0747* ........................................................ 25.0% 
Other Ingredients ...................................................................................................... 75.0o/o 
Total .......................................................................................................................... lOO.O% 

Contains a minimum of Sx 10 10 colony-forming units ( cfu) per gram 
EPA Reg. No. 70051-

EPA Est. No. 70051-CA-001 

Manufactured by: Certis USA, L.L.C. 
oo~~~: JUN U 2DIZGJ 9145 Guilford Rd., Suite. 175 

, Columbia, MD 21046 
~ieWBf! - , 

y NET WEIGHT: 5 LBS Lot No: 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
FIRST AID -Agricultural Use 

IF IN EYES: Hold eyes open and rinse slowly and gently with water for 15-20 minutes. Remove 
contact lenses, if present, after the first 5 minutes, then continue rinsing eye. Call a poison 
control center or doctor for treatment advice. 

IF ON SKIN: Take off contaminated clothing. Rinse skin with plenty of water for 15-20 minutes. 
Call a poison control center or doctor for treatment advice. 

IF INHALED: Move person to fi·esh air.lfperson is not breathing, call911 or an ambulance, 
then give artificial respiration, preferably mouth-to-mouth if possible. Call a poison control 
center or doctor for further treatment advice. 

Have the product label with you when calling a poison control center or doctor. 
Hot Line No.: l-800-255-3924 for additional information 

PRECAUTIONARY STATEMENTS- Agricultural Use 

HAZARDS TO HUMANS & DOMESTIC ANIMALS 
CAUTION: Causes moderate eye irritation. Prolonged or frequently repeated s_kin c.ontact m8.y 
cause allergic reactions in some individuals. Avoid contact with eyes or clothing. A void 
breathing spray mist. Wash thoroughly with soap and water after handling and Ltcfore eati'og, 
drinking, chewing gum, using tobacco or using the toilet. 

PERSONAL PROTECTIVE EQUIPMENT (PPE) 

Applicators and other handlers must wear: 
• Long-sleeved shirt and long pants 
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• Waterproof gloves 
• Shoes plus socks 

Mixer/loaders and applicators must wear a dust/mist filtering respirator meeting NIOSH 
standards of at least N~95, R-95, or P~95. Repeated exposure to high concentrations of microbial 
proteins can cause allergic sensitization. Follow manufacturer's instructions for cleaning and 
maintaining PPE. In no instructions are available, use detergent and hot water for washables. 
Keep and wash PPE separately from other latmdry. 

When handlers use closed systems, enclosed cabs, or aircraft in a manner that meets 
requirements listed in the Worker Protection Standard (WPS) for agricultural pesticides, the 
handler PPE requirements may be reduced or modified as specified in the WPS. 

USER SAFETY RECOMMENDATIONS 

Users should: 
• Remove clothing/PPE immediately if pesticides get inside. Then wash thoroughly and put 

on clean clothing. 
• Remove PPE immediately after handling this product. Wash the outside of gloves before 

removing. AS soon as possible, wash thoroughly and change into clean clothing. 

ENVIRONMENTAL HAZARDS- Agricultural Use 

Do not apply directly to water or to areas where surface water is present, or to Intertidal areas 
below the mean high water mark. Do not contaminate water when disposing of equipment 
wash waters or rinsate. Do not apply when weather conditions favor drift or runoff from treated 
areas. 

GENERAL INFORMATION 

CX-9030 is a broad-spectrum preventative biofungicide for control or suppression of fungal and 
bacterial plant diseases. The active ingredient ofCX-9030 is a naturally occurring strain (D747) 
of the beneficial rhizobacterium Bacillus amylo!iquefaciens, which colonizes roots, leaves, and 
other plant surfaces. D747 rapidly colonizes plant root hairs, leaves, and other surfaces, 
preventing establishment of disease~causing fungi and bacteria. 

CX~9030 can be applied alone or in combination and/or rotation with chemical fungicides as a 
tool for integrated disease management in agricultural crops, ornamental and nursery plants, and 
turfgrass, in accordance with the most restrictive of those label limitations and precautions. CX~ 
9030 offers a valuable tool for management of resistance to chemical fungicides through its 
multiple and unique modes of action. 

CX-9030 can be applied up to and including the day of harvest. 

DIRECTIONS FOR USE 

It is a violation ofFederallaw to use this product in a manner inconsistent with i!::;-labeling. for 
any requirements specific to your State or Tribe, consult the State or Tribal Agency respo'1~1hJe 
for pesticide regulation. Do not apply this product in a way that will contact workers or other 
persons, either directly or through drift. Only protected handlers may be in the area durinc 
application. 
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AGRICULTURAL USE REQUIREMENTS 

Use this product only in accordance with its labeling and with the Worker Protection Standard 40 CFR Part 
170. This standard contains requirements for the protection of agricultural workers on farms, forests, nurseries, 
and greenhouses and handlers of agricultural pesticides. It contains requirements for training, decontamination, 
notification, and emergency assistance. It also contains specific instructions and exceptions pertaining to the 
statements on this label about personal protective equipment (PPE), and restricted entry intervals. The 
requirements in this box only apply to uses of this product that are covered by the Worker Protection Standard. 

Do not enter or allow worker entry into treated areas during the restricted entry interval (REI) of 4 hours. 

PPE required for early entry to treated areas that is permitted under the Worker Protection Standard and that 
involves contact with anything that has been treated, such as plants, soil or water is: cover-alls, waterproof 
gloves, shoes plus socks. 

Exception: If the product is soil injected or soil incorporated, the Worker Protection Standard, under certain 
circumstances, allows workers to enter the treated area if there will be no contact with anything that has been 
treated. 

Non-Agricultural Use Requirements 

The requirements in this box apply to uses of this product that are NOT within the scope of the Worker 
Protection Standard for agricultural pesticides ( 40 CFR Part 170). The WPS applies when this product is used 
to produce agricultural plants on farms, forests, nurseries, or greenhouses. Keep unprotected persons out of 
treated areas until sprays have dried. 

MIXING AND HANDLING INSTRUCTIONS 

Mix the required amount ofCX-9030 in cool water with sufficient agitation to maintain a 
uniform suspension in the spray or mixing tank. Tank should be cleaned prior to use. Do not 
use highly alkaline or highly acidic water to mix sprays. Use a buffering agent if necessary to 
maintain neutrality (pH 6 to 8) of water in the tank. Maintain agitation during application. Apply 
immediately after mixing; do not allow spray mix to stand overnight. 

APPLICATION METHODS 

Ground: CX-9030 can be applied in most commonly-used ground application equitment, such 
as tractor-mounted boom, airblast, high clearance, hose-end, backpack, and other nressuri~eJ 
sprayers; hose-end or hand-held sprayers; foggers or mist blowers; water wheel ar..C 'other drench 
applicators; and shank or other soil injection method. 

Aerial: CX-9030 can be applied by fixed or rotary winged aircraft in a minimum of3 gal!ons-.Jf 
water per acre. Standard precautions should be taken to minimize spray drift. 

Chemigation: CX-9030 can be applied through drip (trickle) and sprinkler type irrigation 
equipment. Refer to the section entitled "Chemigation Instructions" for detailed instructions. 
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Agricultural crops 

CROPS 
DISEASES/PATHOGENS 
(See footnotes for additional information) 

Vegetables and melons 

Brassica vegetables Pin rot complex (Altenwria!Xanthomonas)* 
such as broccoli, cabbage, Leaf spots (Alternaria spp., )(anthamanas spp.) 
cauliflower, Brussels sprouts, Downy mildew (Peronospora spp.) 
kohlrabi, and other cole crops. Powdery mildew (Erisyphe polygom) 

·'Damping off,'' seedling blights, and root or crown diseases caused by Pythiwn, 
Rhi::actonio, Fusarium, Phytophtlwra, or Verticil!ium* spp. (see instructions below 
for ''Soil application''). 

Bulb vegetables Botrylis spp. (neck rot, leaf blight) 
such as onions, garlic, shallots, and Purple blotch (Altemarla spp.) 
others. Downy mildew (Peronaspora spp.) 

Powdery mildew (Erisyphe spp.) 
Rust (PiiCCinia pori)* 
"Damping off,'' seedling blights, and root or crown diseases caused by Pythium, 

R!Ji::actania, Fusarium, Phytophtlwra, or Verticil! fum* spp. (see instructions below 
for ''Soil application"). 

Cucurbits Powdery mildew (Erisyphe and Spflaeratheca spp.) 
such as cucumbers, squash (all Downy mildew (Pseudopero11osparn spp.) 
types), cantaloupes, muskmelons, Gummy stem blight (Didymefla bryonioe and Phoma Cilcnrbitaceanlm) 
watermelons. and other melons. See instructions below for "Soil application·· against the \OIIowing diseases: 

Vine decline (Monosparoscus cannonbal!us) 
Charcoal rot (Mncrophomina phase ali) 
"Damping off,'' seedling blights, and root or crown diseases caused by Pytliium, 

R/lizoctonia, Fusarium, Phytophtlwra, or Verlicil!ium* spp. 

Fruiting vegetables Bacterial spot (Xanthamonas spp.)* 1 

such as tomatoes, peppers, Bacterial speck (Pseudomonas syringae pv. taillalo )* 1 

eggplant. tomatillo, okra. and Gray mold (Botzylis cinerea) 
others. Powdery mildew* (Leveif/11la. Oidiopsis, Erisyphe, and Spflaerotheca spp.) 

Early blight (Alternaria sa/om)* 
Late blight (Pliytophtlwra 111/estans)* 

See instructions below for "Soil application·· against the following diseases: 
"Damping off,'' seedling blights, and root or crown diseases caused by Pythium, 

Rhi::actania, F11sal'ium, Phytophthora, or Verticitfium* spp. 
Southcm blight (Sclerotium rof/sil)* 

Leafy vegetables Downy mildew (Bremia loctucoe, Permwspara spp.)* 
such as head and leaf lcttl1ce, Powdery mildew (Golovinol!lyces (Erisyphe) cichoracearum)* 
celery, spinach, radicchio, arugula, Bacterial blights 
watercress, and others (including Head and lear drop (Scleralinia spp.i 
leafy Brassica vegetables such as Pink rot (Sclerotinia sc{erotior1m1l 
mustard and collard greens, kale, Leaf spots (Cercaspora spp.) 
bok choi, and related crops). Sec instructions below for "Soil application'' against the following diseases: 

"Damping oil" seedling blights, and root or crown diseases caused by Pyth:'wll, 
Rhi::oclonia, Fusarium, Phytophthora, or Vertidl!inm* spp 

Bottom rot (RIIizoc/onia saloni) 
--

Legume vegetables While mold (Sc!erolinia sderotionLmf 
succulent and dried beans and peas Gray mold (Botrytis cinerea) 
such as green, snap, shell, and Powdery mildew (lrlicro~phaera diffusa) 
Lima beans, garbanzo beans, Rusts*, including Uramyces appendicu!atns, Puccinia spp., anu Aszan soybean rust 
chickpeas, soybeans, dry beans, (Phoyospora pacl1yrhi::i) 
peas, split peas, lentils, and other "Damping off,'' seedling blights, and root or crown diseases caused by Pythillllz, 
legumes. Rhi=actonia, Fusarium, Plzytophtlwra, or Verticillium* spp. (see instruction~ Lclo\> 

for ·'Soil application''). 

Root, tuber, and corm vegetables Black root/crown rot (Alternaria spp.) 
such as potato, sweet potato, carrot, Bacterial leaf blight (.Yantbomonas canwestris) 
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cassava, beets, ginger, radish, Downy mildew (Peronospora spp.) 
horseradish22

, ginseng, turnip, and Powdery mildew (Erisyphe spp.) 
other root, tuber and corm crops. Gray mold (Botzytis spp.) 

White mold (Scferotinia sclerotiorum/ 
Black leg !bacterial soft rot (Erwinia carotovora) 
Early blight (Alternaria so/ani)* 
Late blight (Phytophtfwra infestaus)* 
See instructions below for "Soil application·· against the following diseases: 

Black scurf (Rhizoctonia so/ani) 
Cavity spot (Pythium spp.) 
''Damping off,'' seedling blights, and root or crown diseases caused by Pytbium, 

Rbi::octoniu, Fusarium, Phytophthorcz, or Verticillinm* spp. 

Other vegetables Botrytis spp. 
such as sweet corn, popcorn, Rusts (Pnccinia spp.) 
asparagus, peanut, and watercress White mold (Scferotinia sclerotiormn)2 

Leaf spots (Cercospora and Cercosporidium spp.)* 
·'Damping off,'' seedling blights, and root or crown diseases caused by Pythium, 

Rhizoctonia, Fusarium, Phytophtlwra, or Verticillium* spp. (see instructions below 
for ·•soil application''). 

Tree fruits and nuts 

Citrus Alternaria leaf spot (Alternaria a/ternata) 
such as orange, lemon, lime, Postbloom fnrit drop (Col!etotriclmm acutatum)* 
grapefruit, tangerine (mandarin), Greasy spot (Mycosphaereffa cftri)*' 
tangelo, pummelo, and other citrus Citrus canker (}(anthomonas campestris pv. citri)1 

Scab (Elsinoe fawcefli)*4 

Melanose (Diaporthe cilri)* 

Po me fruits Powdery mildew (Podosphaera /eucotriclw) 5 

such as apple, pear, crabapple, Scab (Venturia spp.)* 
quince, and others Flyspeck (Zygophfala jamafcensis)6 

Sooty blotch disease complex6 

13rooks spot (Mycosphaerella pomi)6 

Bot rotfwhite rot (Botzyosphaeria dotltidea)6 

Biller rot (Colletotrichum sppl 
Cedar apple rust (Gymnosporanginmjmdperi-virginianae)6 

fire blight (Erwiuia amy/avora)*7 

Stone fruits Powdery mildew (Sphaerotlteca and Podosplwer·a spp.)*8 

such as apricot, cherry, nectarine, Bacterial canker (Pseudomonas spp.) 
peach, plum, prune, pluot, and Brown rot blossom blight (Monilinia laxa) 9 

others Brown rot (Monilinia fructico/a)* 10 

Gray mold (Botrytis cinerea)10 

Peach leaf curl (Taphrina deformans) 
Bacterial leaf spot (Xantlwmonas orbicola pv. pruni) 1 

Rusty spot (Podosphaera /eucotric/w)1 

Tree nuts Walnut blight (Xamhomonas campestris) 11 

such as almond, pistachio, pecan, Anthracnose (Cof!etotriclmm acutatum )* 
walnut, filbert, hazelnut, chestnut, Bacterial canker (Psendamouas syringoe) 
macadamia. and other tree nuts. Shot hole (IVilsonomyces carpophihzs)* 

Brown rot (}vfonifinia spp.)* 
Pecan scab (Ciadosprium caryigenum )* 1 

-----------
Pomegranates Leaf and fruit spots (Cercosporo, Gloeosporimn and Pesta/otia spp.; 1 

Fruit rots (Alternaria, Botrylis, and other spp.) 10 

Powdery mildew (Sphaerotheca pannosa) 

Other fruits 
--

Strawberry Powdery mildew (Sphaerotheca macu{aris, Erfsyphe spp.)* 12 

Gray mold (Botrytis cinerea)* 11 

Anthracnose (Col!etotrichum acntatnm) 
Ang~tlar leaf spot (Xm1thomonas fragariae) 1 

for the followine diseases, see instructions below for "Soil application'· (and also root 
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dip instructions--): 
''Damping off' and root or crO\\TI diseases caused by Rlifzactonia, Fusari11m, 

Pythil1m, Pliytophthora, and/or Vertici!lium* spp. 
Charcoal rot (Alacrop/wndna phaseolina) 

Berries, inch1ding blueberry, Mummy berry (Moni/inia vaccinii-carymbosl)* 
blackberry, raspberry, loganberry, Bolrytis bligl1t (Botzytis cinerea) 
lmckleberry, gooseberry, Bacterial canker (Pseudomonas spp.) 13 

e!dcrbcny, cranberry (non-flooded Anthracnose fruit rot (Col!etatrich1un OC!llatum) 10 

fields), current, and other berries 

Grapes Powdery mildew (Erisyphe (formerly Uncimda) necatar) 14 

including wine grapes, table grapes, Gray mold (Botrytis ciwrea)1-' 
and raisins Sour rot complcx 15 

Do\\11)' mildew (Piasmapara vitica/a)* 
Pl10mopsis (Plzomopsis -...·itica/a) 16 

Eutypa (Eutypa lata )17 

Tropical fruits Anthracnose (Colletotriclwm spp.) 

such as avoc<tdo18, mango 18, Scab (Sphace/ama perseae) 

papaya 19, pineapple19, banana, Bacterial canker (Xanthamonas campestrfs) 

plantain, and others. Sigatoka (Mycosphaerella .fl)iensisi0 

Other Crops 

Herbs and spices Powdery mildews (Oidi11m spp. and others) 
such as basi!, thyme, coriander, dill, Do\vny mildews (Peranaspora spp. and others)* 
cilantro, parsley, mint, and others. Damping off diseases (Riiizactania, Pythium, After!laria, and Fusarilu11 spp.) 

Leaf spats (Alternaria. Septaria, Colletatriclwm, and Cercospora spp.)* 
Bactd1a! diseases (Erwinia, Xantliomonas. and Pseudomauas spp.) 
Rusts (Pucdnia spp. and others) 
··Damping off" and root or crown disease~ caused by Rhi:::actania, FusariiLm, Pytliimu, 

Phytaphthora, and/or Verticillium * spp. (see instructions below for ''Soil 
application''). 

Coffee Coffee berry disease (Co//etatriclmm caffiamLm) 1 

Coffee rust (Hemileia vastatrix) 1 

Antl1racnose (Ca!!etotrichwil spp.) 
Bot1ylis flower blight 
Cercospara !eaf~pot and berry blotch 
··Damping off' and root or crown diseases caused by Rhizocla!lia, Fusarium, Pytliiwn, 

Phytop/!lhara, and/or Verticilliulll* spp. (sec instructions below for'"Soil 
application"). 

Tobacco Angular leaf spot (Pse11domonas spp.) 
Anthracnose ( Col!etotrichmu and Glomercl!a spp.) 
Blue mold or downy mildew (Peranaspora spp.)* 
Brawn spot (Alternaria) 
Barn spot/ frog eye leaf spot (Cerrcospora nicatianae) 10 

Collar rot (Sclerotinia slceratiomm)! 
Gray mold (Bot1ytis cinerea) 
Powdery mildew (Erysiphe cichoraceamm) 
Target spot (Rliizactania sa/ani) 
Sec instructions below for '"Soil application'' againsttl1c followir,_:s dicia::es: 

"Damping off,'" seedling blights, and root or crown diseases caused by Pytlz:1ur., 
Rhi:::oct011ia, Fusarium, Olpidium, Phytophthora, or Verticzltirm~ ~pp. 

Charcoal rot (Aiacraphami!la phasealina) 
Black root rot (Thie/aviopsis basicala) 
Black sl1ank (Plzytophtlwra spp.)* 
Southern blight/southern stem rot (Sclerotlll!ll ralfsii)* 

--
Mint Rnst (Puccinia spp.) 

-
Hops Powdery mildew (Sphaeratlzeca macu/arisf 1 

Footnotes: 
*Suppression only; f01 improved control mix or rotate willz chenzical fuugicide approved for such use. 
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1 Tank mix or rotate with copper-based fungicides at label rutes for improved control. 
1Apply at or immediately following planting (but before plant emergence) as a banded seedlinc treatment 4 to 6 inches wide. Make second 

application at thinning or c11ltivmion in sufficient water and multiple nozzles to ensure thorough coverage of lower leaves and surrounding soil 
Sllrface, Incorporation with light irrigation after application may improve disease control. Repeat at 10-14 day intervals if conditions 
promoting disease persist. 

3 For greasy spot suppression, appl)· at first new foliar flush and repeat with each new flush. Tank mix with spray oil or copper based fungicide 
at labeled rates. 

'For suppression of citrus scab, start applications at first new foliage flush and repeat at petal fall and when fruit arc y, inch in diameter. 

' Make first application at or before tight cluster if conditions favor disease development. Repeat at 7-lO day intervals lhroagh the second cover 
spray or longer on susceptible varieties nr if environmental conditions favor rapid disca>c development. 

6 Begin applications before bloom when environmental conditions favor disease development, repeating at 7 to l4 day intervals or as needed. 
Control may be enhanced by addition of a surfactant to improve spray coverage. Use only surfactants known to be safe for usc on the crop 
and lOr which such use is allowed. 

7Rotatc with antibiotics registered for 11re blight control for improved pcrfonnancc. Begin applications at 1-5% open blossnms and repeat every 
3-7 days as necessary until petal fall. when intervals can be increased to 7 days. CX-9032 can also be used in summer "cover spray'" 
applications to control the shoot blight phase of fire blight and summer diseases. Can be mixed with copper fungicides to improve control. 

8Mukc first application at popcorn :;tagc and repeat every 7 days. 

' Stan applying at early bloom stage and repeat every 7 days through petal fall. 
1" Pre-han· est applications in sufficient water to cover fruit or other harvested plant parts may improve control of postharvest infec1ions. 
11 Begin applications at or be lOre pistillate bloom, repeating evcry 7-10 days. Apply before rainfall if possible, and tank mix or rotaN with a 

copper-based bactericide registered for such use for improved control. 
12 Stan applications at or j11st before flowering and repeal every 7-J 0 days as needed through harvest. 
13 Apply before fall rains and again during dormancy before spring grol\111. 
14 Stan applications when new shoots arc y, to tY, inches long. Repeat at3-5 inches, 8-10 inches, and then at 7-10 day intervals 1mtil disease 

coaditions no longer exist. 
15 Apply at bloom, before btmch closure, at veraison, and before harvest. 
1" Apply when shoots are!/, to J ind1long and again when6--8 inches long. 
17 Mix 2 fluid ounces CX-9032 per gallon ofwmer and apply to pruning wounds. 
18 Apply at budbreuk and repeat on t4-2l day interval as needed thro11gh harvest. 

"Apply at flowering and repeat on 14-21 day interval as needed through harvest 

'"Apply at first appearance of leaves and repeat at 7-21 day intervals as needed, in s11fficiem water to obtain thorough coverage of foliage. 
Tank mix with spray oil or other registered fungicides for improved control. 

"Mix 6 to 10 fluid ounces CX-9032 per J 00 gallons of water and apply in minimum of20 gallons per acre fonn emergence to training, 50 
gallons per acre from training to wire, and I 00 gallons per acre 1\·om wire tOllch thro11gh harvest. 

22 For treatment ofhorseradish or strawberry roots immediately before transplanting: immerse bare roots (individually or in bunches) lOr I 0 
seconds in a suspension of I to 2 pints CX-9032 per gallon of water. 

Foliar application: For control of diseases on foliage, jlml'erS, fruit, or other above-grollnd 
parts of plants: Mix CX-9030 in water and apply as a spray at a rate of0.25 to 3 pounds per 
acre in sufficient water to achieve thorough coverage of the crop canopy with minimal runoff. 
Begin applications at crop emergence, transplanting, or when conditions are conducive to 
development of disease. Repeat application every 7 to 10 days, or as needed, for as long as 
conditions favor disease development. Lower rates (0.25 to 1 pound per acre) may be applied 
under light disease pressure, to smaller (e.g. newly-emerged) plants, or when CXM9030 is used in 
a tank mix with other fungicides whose labels allow such use. Under moderate to severe d;se&se 
pressure, or when environmental conditions and plant stage are conducive to rapicl. ':!isease 
development, use higher label rates (1 to 3 pounds per acre), apply more frequeittl)~ (t.:very 3 to -7 
days), and mix or rotate CXM9030 with other fungicides for improved performance: 

SoU application: For control of soilborne diseases infec6ng seeds, seedlings, rvuis, crmvn, Sfenis, 
or other plant parts below grozmd or in contact with soil: Apply CX-9030 at 0.12'5 to 1 p_ound 
per acre. Mix the required amount in sufficient water to apply by one of the following meti10ds: 

• Soil drench applied to transplants in flats or pots in the greenhouse or nursery any timM pr\nr' 
to transplanting (see additional drench instructions under "Nurseries, greenhouses, shade 
houses, and ornamental plants" below). 
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• Soil drench at transplanting, using a "water wheel" injector, spray nozzles/hoses, or other 
method to drench each root ball and/or planting hole. 

• Soil or seedline drench, or banded spray (in-furrow) at planting. See the section on "Banded 
(in-furrow) application" below for additional instructions. 

Follow-up (post-planting) preventative applications can be made every 2-4 weeks by one or 
more of the following methods, if needed: 

• Drip (trickle) or any type of sprinkler irrigation, any time after planting or transplanting. 
See Chemigation Instructions for additional information. 

• Spray directly onto the soil surface and/or lower plant parts. If targeting root disease, follow 
immediately with sufficient overhead sprinkler irrigation to move CX-9030 to the root zone. 

• Injection directly into the rooting zone using shanks or similar equipment. 

Lower rates (0.125 to 0.5 pounds per acre) may be applied under light disease pressure, to 
smaller plants, or when CX-9030 is used in a tank mix with other fungicides whose labels allow 
such use. Under moderate to severe disease pressure, or when environmental conditions and 
plant stage are conducive to rapid disease development, use higher label rates (0.5 to 1 pound per 
acre), apply more frequently (every 2 weeks), and mix or rotate CX-9030 with other fungicides 
for improved performance. 

Banded On-fitrrow) application: Use the table below to determine the correct application rate of 
CX-9030 per 1,000 row feet, based on row spacing and desired rate per acre. Mix the required 
amount of CX-9030 in water and apply as banded spray ( 4" to 6" wide) or seedline drench 
centered over the planting furrow. Apply directly over seeds in the furrow just before they are 
covered with soil. The volume of water required per acre or per 1,000 row feet will depend on 
the application equipment used. Consult your local cooperative extension service if you need 
assistance calibrating band spraying equipment. 

Rates for banded (iu-furrow) application: Find desired applicalion ra\e in !he left column. Read across !hal line \o !he 
correcl row spacing indicated a\ the lop \o find !he number of OWlces (dry) per I ,000 row feel thai will provide !he desired 
applicalion rate per acre. To converl 10 level teaspoons, multiply !he number of ounces by 8.2. For level tablespoons, 

multiply !he number of ounces by 2.75. 

Rate/acre S ace between rows inches) 

ounUs 12 14 16 18 20 22 24 26 28 30 32 " 36 38 40 

0.25 0.1 0.1 0.1 0! 0.2 0.2 0.2 0.2 0.2 0.2 0.2 0.3 OJ 0.3 0.3 

0.5 0.2 0.2 0.2 0.3 0.3 OJ 0.4 0.4 0.4 0.5 0.5 0.5 0.6 0.6 0.6 
0.75 0.3 0.3 0.4 0.4 0.5 0.5 0.6 0.6 0.6 0.7 0.7 0.8 0.8 0.9 0.9 
1.0 0.4 0.4 0.5 0.6 0.6 0.7 0.7 0.8 0.9 0.9 10 1.0 1.1 1.2 1.2 
1.25 0.5 0.5 0.6 0.7 0.8 0.8 0.9 1.0 1.1 I I 1.2 13 lA 1.5 L5 
1.5 0.6 0.6 0.7 0.8 0.9 1.0 Ll 1.2 1.3 1.4 15 16 \.7 \.7 18 
1.75 0.6 0.7 0.9 1.0 1.1 1.2 1.3 1.4 1.5 16 \.7 18 1.9 2.0 i.~; 

2.0 0.7 0.9 10 Ll 1.2 1.3 1.5 16 1.7 1.8 2.0 2.1 2.2 2.3 2.4 
225 0.8 1.0 Ll 1.2 1.4 1.5 \.7 1.8 1.9 2.1 2.2 23 2'.5 2.6 2.P 
2.5 0.9 Ll 12 1.4 1.5 \.7 1.8 2.0 2.1 2.3 2.4 2.6 .?. g ' 2.9 :<.I 

2.75 1.0 1.2 L3 1.5 17 1.9 2.0 2.2 24 7 --' 2.7 2.9 30 3.2 3.4 

3.0 Ll L3 15 1.7 IS 2.0 2.2 2.4 26 2.8 2.9 3.1 11 3.5 :,,7 

Nurseries, greenhouses\ shadehouses, and ornamental plants 

Spray application: Mix 0.25 to 3 pounds of CX-9030 per 100 gallons of water and apply as a 
foliar spray of sufficient volume to wet the entire plant with minimal runoff. Begin prever~ta~iv~:. 
applications at plant emergence and repeat every 3-28 days as needed (every 3-7 days if disease 
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pressure is high or environmental conditions are highly favorable to disease outbreak, I 0~28 days 
under low pressure or less conducive conditions). 

Drench application: Mix 0.125 to 2 pounds ofCX~9030 per 100 gallons of water and apply as 
a drench or coarse spray to soil or other growing media in pots, flats, plugs, trays, or planting 
beds, for control or suppression of soilborne diseases of seedlings, cuttings, bedding plants, and 
transplants (including vegetables and other transplanted food crops). Make first application at or 
immediately before seeding, sticking, germination, or transplanting. Repeat applications every 
14~28 days as needed. Transplants can be treated immediately before transplanting into field 
soils to protect against damping~off and other diseases that reduce plant establishment. 

Cutting or root dip: Dip basal end of cuttings or bare roots (individually or in bunches) in a 
suspension of 1 to 2 pounds of CX~9030 per gallon of water. Immerse for 5-10 seconds 
immediately before planting. 

Chemigation: Mix 0.125 to 2 pounds of CX~9030 per 100 gallons of water and apply via drip, 
handheld, or sprinkler irrigation systems. Refer to "Chemigation Instructions" for more details. 

CROPS/USE SJTES DISEASES/PATHOGENS 

Indoor, outdoor, and shade- or Powdery mildews caused by Erisyphe, Podosphoera, Sphaerotheca, Oidium, and 
other cover-grown ornamental Golovinomyces spp.) 
lrees and shrubs, !lowering plants, Anthracnose ( Col!etolrichum spp,) 
tOllage plants, tropical plants. Bacterial leaf spols caused by Erwinia, Pseiidomonas, and Xm1thomonas spp. 
polled plants, potted or cut Damping-off disease (Rhizoctonia, l'ythium, Fusarium spp.) 
flowers, bedding plants, foreslry Laic blight, blackcyc, and root rots caused by Phytophthora spp. 
seedlings, conifer production for Gray mold and blight ca11sed by Botrylis cinereo 
reforeslation, fruit trees, Black root rot (Aspergillus spp.) 
vegetables and other crops grown Black spol of roses (Diplocarpon rosa e) 
in greenhouses or nurseries. Downy mildew (/'eronospora spp.) 

Leaf spots caused by Allemoria, Septaria, Cercospora, Entomosporfum, 
He/minthosporium, and Myrotheci11111 spp.) 

Rnst (Puccinia spp.) 
Scab (Ventiiria spp.) 
Root rot, bottom rot, nr stem rot caused by Rhizoctollia so/ani 
Sc!eroth1ia blight 
FusarilUu wilts 

Turfgrass application: For control of foliar diseases, apply CX~9030 at 0.5 to 1 ounce per 
1,000 square feet as a ground~directed spray in sufficient water to provide thorough coverage. 
To control root and crown diseases in or on the soil, immediately follow the spray with sufficient 
over h d . kl f t th d t• t th t ea sprm er 1rr1ga wn omove e pro uc illO e roo zone. 

USE SITES/CROPS DISEASES/PATHOGENS .... 
Turf, sod, lawns, golf course Anthracnose ( Col/etolriclwm grominicola) 
(fairways, roughs, greens, tees), Brown palch (Rhizoctonia so/ani) 
grass seed produclion Dollar spot (Lonzia and Moe!lerodiscus spp., formerly Sc!emlinia hvl.l.:uw.pa ) 

Including but not limited to: Powdery mildew (Erisyphe graminfs) 

Bluegrass, 13entgrass, Rust (Puccitlia spp.) 

Berffilidagrass (common & Gray leaf spot ( Pyricu!ario grisea) 

hybrid), Dichondra, Fescue, ''Damping off' or seedling blights caused by Pythium 

Orchardgrass, Poa onnua, St. 
Augustine grass, Ryegrass, 
Zoysia, mixtures, and other 
grasses or ornamental turf 
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STORAGE AND DISPOSAL 

Do not contaminate water, food, or feed by storage and disposal. 

Pesticide Storage: Store in a dry area inaccessible to children. Store in original containers only. Keep 
container closed when not in use. 

Pesticide Disposal: Wastes resulting from the use of this product may be disposed of onsite or at an 
approved waste disposal facility. 

Container Handling: Nonrefillable container. Do not reuse or refill this container. Completely empty 
bag into application equipment. Then offer for recycling if available or dispose of empty bag in a 
sanitary landfill, or by incineration, or if allowed by state and local authorities, by burning. If burned, 
stay out of smoke. 
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CHEMIGATION INSTRUCTIONS 

General information: 

Apply this product only through drip (trickle) irrigation (including micro~ irrigation through 
spaghetti tubes or individual tubes) or sprinkler irrigation (including impact or microsprinklers, 
overhead boom, solid set, lateral move, end tow, side-roll, center pivot, or hand move, including 
mist-type systems); or with hand-held calibrated irrigation equipment (such as a hand-held wand 
with injector). Do not apply this product through any other type of irrigation system. 

Crop injury or lack of effectiveness can result from non-uniform distribution of treated water. 

lf you have questions about calibration, contact State Extension Service specialists, equipment 
manufacturers or other experts. 

Do not cmmect an irrigation system (including greenhouse systems) used for pesticide 
application to a public water system unless the pesticide label~prescribed safety devices for 
public water systems me in place. 

A person knowledgeable of the chemigation system and responsible for its operation, or under 
the supervision of the responsible person, shall shut the system down and make necessary 
adjustments should the need arise. 

Public water system means a system for the provision to the public of piped water for human 
consumption if such system has at least 15 service connections or regularly serves an average of 
at least 25 individuals daily at least 60 days out of the yem-. 

Chemigation systems connected to public water systems must contain a functional, reduced
pressure zone, backflow preventer (RPZ) or the functional equivalent in the water supply line 
upstream from the point of pesticide introduction. As an option to the RPZ, the water from the 
public water system should be discharged into a reservoir tank prior to pesticide introduction. 
There shall be a complete physical break (air gap) between the outlet end of the fill pipe and the 
top or overflow rim of the reservoir tank of at least twice the inside diameter of the fill pipe. 

The pesticide injection pipeline must contain a functional, automatic, quick~closing check 
valve to prevent the flow of fluid back toward the injection. 

The pesticide injection pipeline must contain a functional, normally closed, solenoi(i-operated 
valve located on the intake side of the injection pump and cmmected to the system interlock t-'J 
prevent fluid from being v.ithdrawn from the supply tank when the irrigation systt..l•l i$ eithec 
automatically or manually shut down. 

The system must contain functional interlocking controls to automatically shm off the 
pesticide injection pump when the water ptunp motor stops, or in cases where there is no wa~L-'i. 
pump, when the water pressure decreases to the point where pesticide distribution is adversel:r 
affected. 

Page 11 of 13 

153



Systems must use a metering pump, such as a positive displacement injection pump (e.g., 
diaphragm pump) effectively designed and constructed of materials that are compatible with 
pesticides and capable of being fitted with a system interlock. 

Do not apply when wind speed favors drift beyond the area intended for treatment. 

Remove scale, pesticide residues, and other foreign matter from the chemical supply tank and 
injector system and flush with clean water before use. Failure to provide a clean tank, free of 
scale or residues may reduce effectiveness of this product. 

Drip (trickle) and micro-irrigation chemigation 

1. The system must contain a ftmctional check valve, vacuum relief valve and low pressure 
drain appropriately located on the irrigation pipeline to prevent water source contamination 
from backflow. 

2. The pesticide injection pipeline must contain a functional, automatic, quick-closing check 
valve to prevent the flow of fluid back toward the injection pump. 

3. The pesticide injection pipeline must also contain a functional, normally closed, solenoid
operated valve located on the intake side of the injection pump and connected to the system 
interlock to prevent fluid from being withdrawn from the supply tank when the in-igation 
system is either automatically or manually shut down. 

4. The system must contain functional interlocking controls to automatically shut off the 
pesticide injection pump when the water pump motor stops. 

5. The irrigation line or water pump must include a functional pressure switch which will stop 
the water pump motor when the water pressure decreases to the point where pesticide 
distribution is adversely affected. 

6. Systems must use a metering pump such as a positive displacement injection pump (i.e., 
diaphragm pump) effectively designed and constructed of materials that are compatible with 
pesticides and capable of being fitted with a system interlock. 

7. Dilute the product in water following the label mixing directions. It may be premixed in a 
supply tank with water, fertilizer, or other appropriate tank-mixed agricultural chemicals. 
Agitation is necessary. Apply to moderately moist soils. Use volumes that thoroughly wet 
the soil but that do not cause significant runoff or excessive drip from pots. Application 
should be continuous in sufficient water to apply the recommended rate evenly to the entire 
treated area. 

Sprinkler chemigation: 

1. The system must contain a functional check valve, vacuum relief valve, and,:lo\\< pressure
drain appropriately located on the in-igation pipeline to prevent water source co:J:<:mina~ior: 
from backflow. 

2. The pesticide injection pipeline must contain a functional, automatic, quick-.3~vsiag check 
valve to prevent the flow of fluid back toward the injection pump. 

3. The pesticide injection pipeline must also contain a functional, normally closed, so1enoi6.
operated valve located on the intake side of the injection pump and connected to the syStem 
interlock to prevent fluid from being withdrawn from the supply tank when the in-igation 
system is either automatically or manually shut down. 
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4. The system must contain functional interlocking controls to automatically shut off the 
pesticide injection pump when the water pump motor stops. 

5. The irrigation line or water pump must include a functional pressure switch which will stop 
the water pump motor when the water pressure decreases to the point where pesticide 
distribution is adversely affected. 

6. Systems must use a metering pump, such as a positive displacement injection pump (i.e., 
diaphragm pump) effectively designed and constructed of materials that are compatible with 
pesticides and capable of being fitted with a system interlock. 

7. Dilute the product in water following the label mixing directions. It may be premixed in a 
supply tank with water, fertilizer or other appropriate tank-mixed agricultural chemicals. 
Agitation is necessary. Apply to moderately moist soils. Use volumes that thoroughly wet 
the soil but that do not cause significant runoff or excessive drip from pots. Application 
should be continuous in sufficient water to apply the recommended rate evenly to the entire 
treated area. 

8. Do not apply when wind speed favors drift beyond the area intended for treatment. 

WARRANTY 

Certis USA, L.L.C. warrants that the material contained herein conforms to the description on 
the label and is reasonably fit for the purpose referred to in the directions for use. Timing and 
method of application, weather, watering practices, nature of soil, the disease problem, condition 
of the crop, incompatibility with other influencing factors in the use of this product are beyond 
the control of the seller. To the extent consistent with applicable law, buyer assumes all risks of 
use, storage, or handling of this material not in strict accordance with directions given herein. 
NO OTHER EXPRESS OR IMPLIED WARRANTY OF THE FITNESS OR 
MERCHANTABILITY IS MADE. 
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Bacillus amyloliquefaciens strain l.- + 7 
Biopesticides Registration Action Document 

I. EXECUTIVE SUMMARY 

Page 4 of30 

Certis USA, LLC, ("Certis" or "applicant) submitted data to support the registration of Bacillus 
amyloliquefaciens strain D747 is the active ingredient in two end~use pesticide products, CX-
9030 (EPA File Symbol 70051-107) and CX-9032 (EPA File Symbol 70051-108). The products 
are intended for use to control fungi and bacteria in outdoor agricultural crops, greenhouses, 
nurseries, shadehouses, ornamentals, and turfgrass. B. amyloliquefaciens strain D747 was 
initially identified by Certis as "Bacillus subtilis variant amyloliquefaciens strain D747," since B. 
subtilis and B. amyloliquefaciens were originally classified as subtypes or variants of the same 
species. B. amyloliquefaciens is now considered a separate species, and the correct taxonomic 
designation is used in this Biopesticides Registration Action Document ("BRAD") (Priest et. al., 
1987; Logan and de Vos, 2009; and Murray et. al., 2007). 

EPA scientists reviewed product analysis, mammalian and nontarget organism toxicity data, and 
other information submitted by Certis to support the registration of the two aforementioned 
product registrations. The product analysis data requirements for B. amyloliquefaciens strain 
D747, including product chemistry and composition, analysis of samples, and physical and 
chemical characteristics, were fulfilled by acceptable studies conducted in accordance with 
Agency guidelines. Mammalian toxicity data (acute oral, injection, and pulmonary 
toxicity/pathogenicity) and information from peer~ reviewed scientific literature demonstrated 
that B. amyloliquefaciens strain D747 is not toxic, infective or pathogenic in laboratory rats. 
Acceptable nontarget organism data also demonstrated that B. amyloliquefaciens strain D747 is 
not toxic to estuarine and marine fish and invertebrates, nontarget insects (including honey bees), 
and nontarget plants. 

We have assessed human health and environmental risks of B. amyloliquefaciens strain D747, 
and determined that the pesticide would not cause unreasonable adverse effects to nontarget 
organisms when used in accordance with the directions on the labels, and in accordance with 
good agricultural practices. Additional mammalian and nontarget organism toxicity data are not 
required for the registered uses and application methods. 

Bacillus species, including B. amyloliquefaciens, are commonly found in soils, including 
agriculturaf settings, and are naturally present on fresh produce. The Manual of Clinical 
Microbiology (9th Edition) states that dried foods, such as spices, milk powder and grains, often 
contain large amounts of Bacillus spores. B. amyloliquefaciens is not known to produce any 
mammalian toxins, and no food-borne disease outbreaks associated with B. amyloliquefaciens 
have been reported. Given that the microorganism occurs naturally in soils, exposure to B. 
amyloliquefaciens from surface and groundwater may occur. No adverse effects have been 
reported, and none are expected from exposure to B. amyloliquefaciens through drinking water. 

Despite the low toxicological profile of B. amyloliquefaciens strain D74 7, personal protective 
equipment (PPE) is required for pesticide handlers that are frequently exposed to the active 
ingredient for prolonged periods. Handlers will be directed to wear a long-sleeved shirt, long 
pants, socks, shoes, waterproof gloves, and a dust/mist filtering respirator meeting National 
Institute for Occupational Safety and Health (NIOSH) standards of at least N-95, R-95, or P-95. 
EPA may require additional PPE, other than the standard described above, if additional pesticide 
uses resulting in increased exposures are proposed in the future. 

EPA has concluded that, based upon the results of the toxicity tests and lack of adverse incidents, 
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there is a reasonable certainty that no harm will result to the United States population, including 
infants and children, from aggregate exposure to residues of B. amyloliquefaciens strain D747. 
No dietary risks (including drinking water) are expected from use of B. amyloliquefaciens strain 
D747 as an active ingredient in pesticide products. The two end-use pesticide products, CX-
9030 and CX-9032 meet the standards for registration under Section 3( c )(5) of the Federal 
Insecticide, Fungicide, and Rodenticide Act (FIFRA). 

On October 1, 2009, EPA announced a new policy to provide a more meaningful opportunity for 
the public to participate in major registration decisions before they occur. According to this 
policy, EPA intends to provide a public comment period prior to making a registration decision 
for, at minimum, the following types of applications: new active ingredients; first food uses; first 
outdoor uses; first residential uses; or any other registration actions for which EPA believes there 
may be significant public interest. 

Consistent with the policy of making registration actions more transparent, the pesticide products 
containing B. amyloliquefaciens strain D747, a new active ingredient, were subject to a 30-day 
comment period .. During this comment period, no comments were received on EPA's 
preliminary decision to register the two end-use pesticide products containing B. 
amyloliquefaciens strain D747, CX-9030 and CX-9032. Therefore, EPA maintained that, based 
upon the risk assessment and information submitted in support of registration of such pesticide 
products, it was in the best interest of the public and the environment to issue the end-use . 
pesticide product registrations for B. amyloliquefaciens strain D747, CX-9030 and CX-9032. The 
basis for this preliminary decision can be found in the risk assessment for B. amyloliquefaciens 
strain D747, which is presented in this document. 

II. ACTIVE INGREDIENT OVERVIEW 

Biological Name: 

Culture Deposit: 

OPP Chemical Code: 

Type of Pesticide: 

Bacillus amyloliquefaciens strain D747 

Agricultural Research Service Culture Collection (also 
known as the Northern Regional Research Laboratory 
(NRRL) Collection) in Peoria, Illinois, under Accession 
Number NRRL B-50405. 

016482 

Microbial Pesticide- Insecticide 

See Appendix B for specific information (e.g., 
use sites, application rates, methods of application, 
formulation types, and target pests) regarding 
the registered pesticide products containing this 
active ingredient. 
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Certis USA, LLC (address: 9145 Guilford Road, Suite 175, Columbia, MD, 21046), submitted 
applications to register two end-use pesticide product, CX-9032 and CX-9030, under FIFRA 
section 3(c)(5) on July 26, 2010. EPA announced receipt of these applications to register 
pesticide products containing a new active ingredient on February 2, 2011 (76 Federal Register 
(FR) 5805), and opened a 30-day public comment period, pursuant to the provisions ofFIFRA 
section 3(c)( 4). No comments were received following this publication. 

B. Food Tolerance Exemption 

Concurrent with its registration applications, and under the Federal Food, Drug, and Cosmetic 
Act (FFDCA) section 408(d), Certis USA, LLC, submitted a petition to establish an exemption 
from the requirement of a tolerance for Bacillus subtilis variant amyloliquefaciens strain D747 
(Pesticide Petition (PP) OF7760). In the Federal Register of February 4, 2011 (76 FR 6465), EPA 
announced that Certis USA, LLC, proposed to establish an exemption from the requirement of a 
tolerance for residues of the insecticide, Bacillus subtilis variant amyloliquefaciens strain D747, 
in or on all food commodities, and opened a 30-day comment period. No comments were 
received following this publication. The correct taxonomic designation of the microorganism is 
Bacillus amyloliquefaciens strain D747; therefore, the tolerance exemption, when established, 
will reflect the correct name of the active ingredient. 

IV. RISK ASSESSMENT 

In the Federal Register of October 26, 2007, EPA issued a Final Rule establishing changes to the 
data requirements that support the registration of microbial pesticides. The rule also updated the 
definition for-microbial pesticides (7? FR 61002), and became effective on December 26,2007. 
The data and information evaluated for this BRAD were considered in accordance with these 
requirements. 

The classifications or ratings that are given for each data requirement in this BRAD were 
assigned by the EPA scientists who reviewed the data, and convey the usefulness of the 
information for the human health and nontarget risk assessment purposes. "Acceptable" indicates 
that a study is scientifically sound and is useful for risk assessment. A "supplemental" 
classification indicates the studies provided some information that can be useful for risk 
assessment. "Supplemental" ratings are given to studies that are not required for registration, as 
well as those that are required. In the latter case, the study lacks information that should have 
been obtained if it was conducted according to the guideline associated with the data 
requirement. Sometimes the missing information would not add anything necessary to inform a 
risk assessment, and the study classification remains "supplemental." A classification of 
"supplemental:upgradable" indicates the study lacks necessary information, but if it is made 
available by the applicant, the study may be upgraded to "acceptable." An "unacceptable" rating 
indicates that new data must be submitted. 

Toxicity categories are assigned to acute toxicity studies, based upon any signs of toxicity 
(hazards) observed in the test animals during the course of the study, whether the study was 
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conducted in accordance with test guidelines or comes from other sources, such as peer
reviewed, scientific literature. The active ingredient or particular product is classified into 
Toxicity Category I, II, III, or N, where Toxicity Category I indicates the highest toxicity, and 
Toxicity Category IV indicates the lowest toxicity (see 40 CFR & 156.62). 

A. Product Analysis Assessment (40 CFR § 158.2120) 

All product analysis data requirements for B. amyloliquefaciens strain D747 have been fulfilled 
for the current product registrations. Refer to Tables I, 2, 3, and 4 in Appendix A for a brief 
summary of the data requirements, including both generic and product-specific information. 

B. Human Health Assessment (40 CFR § 158.2140) 

1. Toxicity 

All Tier I mammalian toxicity data requirements for B. amyloliquefaciens strain D747 have been 
fulfilled for the current product registrations. Refer to Tables 5, 6 and 7. Based on the lack of 
acute toxicity/pathogenicity, Tier II and Tier III studies were not required. 

For a comprehensive summary of the generic and product-specific toxicity data requirements 
described below, refer to Tables 5, 6 and 7 in Appendix A. 

a. Acute Toxicity/Pathogenicity- Tier I 

Acute Oral Toxicitv/Pathogenicity (Office of Chemical Safety and Pollution Prevention COCSPP) 
Guideline 885.3050; Master Record Identification Number (MRID No. 481657-04): 
B. amyloliquefaciens strain D747 was administered once orally to 14 rats of both sexes (5-weeks 
old) at a single dosage of I 08 colony-forming units (CFU) per animals. No deaths occurred, and 
no abnormalities (clinical signs, body weight) were observed, during the study or at necropsy. 
The test microbe was detected at I 03

- 105 CFU/g in feces 1 day after administration of the test 
material, but was not detected on day14. The examination for internal persistence did not detect 
the test microbe in any organs or tissues, such as the kidney, brain, liver, lung, spleen, stomach, 
small intestine (duodenum), large intestine (cecum), mesenteric lymph nodes, or blood, 
throughout the experimental period. Fecal clearance occurred by day 14, and no viable 
organisms were recovered from blood or other organs or tissues. The results of this acceptable 
study demonstrated that B. amylolique[~ciens strain D747 was not infective, pathogenic, or toxic 
to rats when orally dosed with l.Oxl 0 CPU I animal. 

Acute Pulmonary Toxicity/Pathogenicity (OCSPP Guideline 885.3150; MRID No.481657-06): 
B. amyloliquefaciens strain D747 was administered once intratracheally to 20 male and female 
Sprague-Dawley rats (5-week old) at a dosage of 107 CPU per animal. No deaths occurred, and 
no abnormalities (clinical signs, body weight) were observed during the study or at necropsy. 
The examination for internal persistence showed that the test microbe was detected shortly after 
administration in the lung, trachea, and nasal cavity. The test microbes were not detected in the 
nasal cavity on day 7, and almost completely cleared from the trachea by day 60, when the study 
ended. The presence of the test microbes decreased in the lungs by approximately 102-103 CPU/g 
from day 0 to day 60. The test microbes were detected in the bronchial lymph nodes on day 3. 
Since many test microbes remained in the trachea on day 3, their presence in the bronchial lymph 
nodes on day 3 was attributed to transfer by macrophages from the respiratory tract to the lymph 
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nodes. This conclusion was supported by the observation that a particle larger than 1 IJ.ffi in 
diameter administered into the trachea and bronchi was phagocytized by a macrophage and 
carried to a lymph node. The presence of the microbes in the lungs, though decreasing 
throughout the observation period, was attributed to the continuous transfer of viable test 
organisms to the bronchial lymph nodes. This result is not unusual for spore-forming bacteria, 
since bacterial spores are extremely tolerant of adverse conditions, and take a longer time for the 
immune system to clear than bacteria that do not form spores. Since a pattern of clearance was 
demonstrated, the remaining viable cells were considered to be spores, which take longer for a 
healthy immune system to clear. This acceptable study demonstrated that B. amyloli~uefaciens 
strain D747 was not toxic or pathogenic to rats when dosed intratracheally at 1.0 x10 CFU/ 
animal. 

Acute Injection Toxicity/Pathogenicity Ontravenous) Rat (OCSPP Guideline 885.3200: MRID 
No. 481657~05): In an acute intravenous injection toxicity and pathogenicity study, groups of 17 
male and female Sprague~ Dawley rats (5~weeks old) were injected with B. amyloliquefaciens 
strain D747 at a dosage of 107 CFU per animal, and the influence on the animals was 
investigated. No deaths occurred, and there were no observed abnormalities (clinical signs, body 
weight) during the study or at necropsy. The examination for internal persistence of the test 
microbe showed that the test microbes were mainly detected in the kidney, liver, spleen, and 
blood shortly after administration. The test microbe decreased after that and was not detected in 
the blood from day 14; clearance from the kidney occurred by day 60. McClintock et al. 
previously reported that when B. thuringiensis and B. subtilis, which are both spore~forming 
bacteria, were administered intravenously to rats, clearance from the liver and spleen is difficult. 
In this study, the test microbe did not completely disappear from these organs by day 60. No test 
microbes were detected in the brain, and only a few viable microbes at the limit level were 
sporadically detected in the small and large intestines, and lymph nodes, but were cleared by day 
60. This acceptable study demonstrated that B. amyloliquefaciens strain D747 was not toxic, 
infective, or pathogenic to rats when injected intravenously with 1.0 xl 07 CPU/ animal. 

Hypersensitivity Incidents (OCSPP Guideline 885.3400: MRID No. 481655-05): No 
hypersensitivity incidents in humans have been reported, and none occurred during research, 
development, or testing of B. amyloliquefaciens strain D747. Should hypersensitivity or other 
adverse incidents in humans occur in the future, Certis must report them to EPA, in accordance 
with FIFRA section 6(a)(2). 

Cell Culture fOCSPP Guideline 885.3500): This study was not required because B. 
amyloliquefaciens strain D747 is not a virus (refer to test note #4 of 40 CPR§ 158.2140(d)). 

b. Acute Toxicity and Subchronic Toxicity/Pathogenicity~ Tier II; 
Reproductive Fertility Effects, Carcinogenicity, Immunotoxicity, and 

Infectivity/Pathogenicity Analysis~ Tier III 

Tier II and Tier III studies were not required for B. amyloliquefaciens strain D747 based on the 
lack of acute toxicity/pathogenicity in the Tier I studies. 

c. Endocrine Disruptors 

As required under PPDCA section 408(p), EPA has developed the Endocrine Disrupter 
Screening Program (EDSP) to determine whether certain substances (including pesticide active 
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and other ingredients) may have an effect in humans or wildlife similar to an effect produced by 
a "naturally occurring estrogen, or other such endocrine effects as the Administrator may 
designate." The EDSP employs a two-tiered approach to making the statutorily required 
determinations. Tier 1 consists of a battery of 11 screening assays to identify the potential of a 
chemical substance to interact with the estrogen, androgen, or thyroid (E, A, or T) hormonal 
systems. Chemicals that go through Tier 1 screening and are found to have the potential to 
interact withE, A, or T hormonal systems will proceed to the next stage of the EDSP where EPA 
will determine which, if any, of the Tier 2 tests are necessary based on the available data. Tier 2 
testing is designed to identify any adverse endocrine-related effects caused by the substance, and 
establish a quantitative relationship between the dose and theE, A, or T effect. 

Between October 2009 and February 2010, EPA issued test orders/data call-ins for the first 
group of 67 chemicals, which contains 58 pesticide active ingredients and 9 inert ingredients. 
This list of chemicals was selected based on the potential for human exposure through pathways 
such as food and water, residential activity, and certain post-application agricultural scenarios. 
This list should not be construed as a list of known or likely endocrine disrupters. 

B. amyloliquefaciens strain D747 is not among the group of 58 pesticide active ingredients on the 
initial list to be screened under the EDSP. Under FFDCA section 408(p), EPA must screen all 
pesticide chemicals. Accordingly, EPA anticipates issuing future EDSP orders/data call-ins for 
all pesticide active ingredients. 

For further information on the status of the EDSP, the policies and procedures, the list of 67 
chemicals, the test guidelines and the Tier 1 screening battery, please visit our website: 
http://www.epa.gov/endo!. 

2. Federal Food, Drug, and Cosmetic Act (FFDCA) Considerations 

Section 408(c)(2)(A)(i) of FFDCA allows EPA to establish an exemption from the requirement 
for a tolerance (the legal limit for a pesticide chemical residue in or on a food) only if EPA 
determines that the exemption is "safe." Section 408(c)(2)(A)(ii) ofFFDCA defines "safe" to 
mean that "there is a reasonable certainty that no harm will result from aggregate exposure to the 
pesticide chemical residue, including all anticipated dietary exposures and all other exposures for 
which there is reliable information." This includes exposure through drinking water and in 
residential settings but does not include occupational exposure. Pursuant to section 408(c)(2)(B) 
of FFDCA, in establishing or maintaining in effect an exemption from the requirement of a 
tolerance, EPA must take into account the factors set forth in section 408(b )(2)(C) ofFFDCA, 
which require EPA to give special consideration to exposure of infants and children to the 
pesticide chemical residue in establishing a tolerance and to "ensure that there is a reasonable 
certainty that no harm will result to infants and children from aggregate exposure to the pesticide 
chemical residue .... " Additionally, section 408(b)(2)(D) ofFFDCA requires that EPA consider 
"available information concerning the cumulative effects of [a particular pesticide's] ... residues 
and other substances that have a common mechanism of toxicity." 

EPA performs a number of analyses to determine the risks from aggregate exposure to pesticide 
residues. First, EPA determines the toxicity of pesticides. Second, EPA examines exposure to the 
pesticide through food, drinking water, and through other exposures that occur as a result of 
pesticide use in residential settings. 
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Consistent with section 408(b)(2)(D) ofFFDCA, EPA has reviewed the available scientific data 
and other relevant information, and considered its validity, completeness, and reliability and the 
relationship of this information to human risk. EPA has also considered available information 
concerning the variability of the sensitivities of major identifiable subgroups of consumers, 
including infants and children. All of the data requirements have been fulfilled, as described 
previously, and are presented in Table 5 in Appendix A. The following summarizes the results of 
EPA's dietary risk assessment for B. amyloliquefaciens strain D747. 

a. Aggregate Exposure 

In examining aggregate exposure, section 408 of FFDCA directs EPA to consider 
available information concerning exposures from the pesticide residue in food and all other non~ 
occupational exposures, including drinking water from ground or surface water, and through 
pesticide use in residential and other indoor uses. 

Food Exposure and Risk Characterization: Bacillus species, including B. amyloliquefaciens, are 
commonly found in the soil in agricultural settings, and are present on fresh produce of all kinds 
with no known adverse effects. The Manual of Clinical Microbiology (91h edition) mentions that 
dried food such as spices, milk powder and grains often contain large amounts of B. spores. B. 
amyloliquefaciens is not known to produce any mammalian toxins, and no food borne disease 
outbreaks associated with B. amyloliquefaciens have been reported. 

Based on the data and other information submitted to satisfy the data requirements for 
registration of the manufacturing-use and end-use pesticide products containing the active 
ingredient, B. amyloliquefaciens strain D747, no toxicity, infectivity, pathogenicity or other 
adverse effects from dietary exposure to are expected (see section IV(B)(l )(a), above, and Table 
5 in Appendix A). 

Drinking Water Exposure and Risk Characterization: B. amyloliquefaciens is naturally present in 
soils (Logan and de Vas, 2009); therefore, B. amyloliquefaciens may occur in surface and 
possibly groundwater. According to the World Health Organization, Bacillus species are often 
detected in drinking water even after going through acceptable water treatment processes, largely 
because the spores are resistant to these disinfection processes (World Health Organization, 
2011). Should this microbial pesticide be present, no adverse effects are expected from exposure 
to B. amyloliquefaciens through drinking water, based on the data and other information 
submitted to satisfy the data requirements for registration of the manufacturing-use and end~use 
pesticide products containing the active ingredient, B. amyloliquefaciens strain D747 (see section 
IV(B)(l)(a), above, and Table 5 in Appendix A). 

Non-occupational. Residential Risk Characterization: The use sites for these products include 
residential garden sites and agricultural sites. As stated previously, B. amyloliquefaciens is 
naturally present in soil, and based on the data and other information submitted to satisfy the data 
requirements for registration of the manufacturing-use and end-use pesticide products containing 
the active ingredient, B. amyloliquefaciens strain D747, no toxicity, infectivity, pathogenicity or 
other adverse effects from non-occupational exposure are expected (see section IV(B)(l)(a), 
above, and Table 5 in Appendix A). 
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b. Cumulative Effects from Substances with a Common Mechanism of Toxicity 

Section 408(b)(2)(D)(v) ofFFDCA requires that, when considering whether to establish, modify, 
or revoke a tolerance exemption, EPA consider" ... available information concerning the 
cumulative effects of [a particular pesticide's] ... residues and other substances that have a 
common mechanism of toxicity." 

EPA has found that B. amyloliquefaciens strain D747 does not share a common mechanism of 
toxicity with any other microorganism, pesticidal or toxic substance. EPA concludes that there 
are no cumulative effects associated with B. amyloliquefaciens strain D747 that need to be 
considered. For information regarding how EPA determines common mechanisms of toxicity 
and evaluates cumulative effects, see EPA's website at: 
htip:!/www.epa.gov/pesticide,<,/cumulative. 

c. Determination of Safety for the United States (U.S.) Population, Infants and 
Children 

FFDCA section 408(b)(2)(C) provides that EPA shall assess the available information about 
consumption patterns among infants and children, special susceptibility of infants and children to 
pesticide chemical residues, and the cumulative effects on infants and children of the residues 
and other substances with a common mechanism of toxicity. In addition, FFDCA section 
408(b)(2)(C) provides that EPA shall apply an additional tenfold (!OX) margin of safety for 
infants and children in the case of threshold effects to account for prenatal and postnatal toxicity 
and the completeness of the database on toxicity and exposure, unless EPA determines that a 
different margin of safety will be safe for infants and children. This additional margin of safety is 
commonly referred to as the Food Quality Protection Act Safety Factor. In applying this 
provision, EPA either retains the default value of 1 OX or uses a different additional safety factor 
when reliable data available to EPA support the choice of a different factor. 

EPA concludes that, based upon the results of the toxicity data and other information considered 
and described in this document, there is a reasonable certainty that no harm will result to the U.S. 
population, including infants and children, from aggregate exposure to the residues of B. 
amyloliquefaciens strain D747. Such exposure includes all anticipated dietary and other 
exposures for which there is reliable information. With no threshold effects of concern, an 
additional margin of safety is not required for infants and children. 

3. Occupational Exposure and Risk Characterization 

Occupational exposure to B. amyloliquefaciens strain D747 is not expected to undue risks to 
pesticide handlers (mixer/loader/applicators), but EPA requires appropriate personal protective 
equipment and precautionary statements to mitigate any potential risks (e.g., respiratory 
allergenicity) to pesticide handlers from prolonged or repeated exposures. Handlers applying B. 
amyloliquefaciens strain D747 end-use products in agricultural settings must wear a long-sleeved 
shirt, long pants, socks, shoes, waterproof gloves, and a dust/mist filtering respirator meeting 
N!OSH standards of at least N-95, R-95, or P-95. 

4. Human Health Risk Characterization 

EPA considered human exposure to B. amyloliquefaciens strain D747 in light of the registration 
standards of FIFRA and the relevant FFDCA safety factors for allowable pesticide residues in 

166



Bacillus amyloliquefaciens strai~ .-7 Page 12 of30 
Biopesticides Registration Action Document 

food and animal feed commodities. EPA has determined that no unreasonable adverse effects to 
the U.S. population in general, and to infants and children in particular, will result when the 
pesticide products containing B. amyloliquefaciens strain D747 as the active ingredient are used 
in accordance with EPA-approved labeling. 

C. Environmental Assessment (40 CFR § 158.2150) 

The primary habitat of Bacillus species is soil, although they have also been isolated from a wide 
variety of other habitats. B. amyloliquefaciens has a wide-spread distribution, owed in part to its 
ability to form endospores that are resistant to greater variation in environmental conditions than 
the vegetative cells, should transfer to other climates occur. B. amyloliquefaciens has been 
isolated from internal tissues of healthy plants, and is known to promote plant growth. It is not 
recognized as a pathogen among Bacillus species (Logan and de Vos, 2009). 

The data, literature citations, and data waiver rationale submitted by the applicant to support the 
pesticide products containing B. amylo!iquefaciens strain D747 fulfilled the Tier I nontarget 
organism data requirements, and were sufficient for risk assessment purposes. Further testing of 
nontarget organisms at higher tier levels (i.e., Tiers II, III, and IV) is not required for the EPA
approved use sites. EPA performed an environmental risk assessment, and has determined that 
the use of B. amyloliquefaciens strain D747 is not expected to cause unreasonable adverse effects 
to nontarget organisms. 

For a comprehensive summary of the generic data requirements described in sections IV(C)(l) of 
this BRAD, refer to Table 8 in Appendix A. 

1. Ecological Exposure and Risk Characterization 

a. Terrestrial Animals and Plants 

The end-use products include a water-dispersible granular formulation and an aqueous 
suspension, for application to agricultural crops, nurseries, ornamental plants, tu:rfgrass, 
greenhouses, and shadehouses. Applications can be made to both foliar surfaces and soil, so 
exposure to nontarget organisms is possible. The maximmn application rates from the labels of 
registered products were used in the assessment of nontarget risk. 

Data on the naturally occurring levels of B. amyloliquefaciens are not available. Many factors 
influence the environmental fate of microbial pesticides, and resulting population levels in the 
environment cannot be predicted. EPA expects that B. amyloliquefaciens strain D747 may 
survive after application if conditions are favorable, but the strain would not significantly add to 
the overall levels of B. amyloliquefaciens already present in the environment. 

Birds (OCSPP Guideline 885.4050! and Mammals (OCSPP Guideline 885.4150): 
A supplemental study showed that the acute oral LDso for B. amyloliquefaciens strain D747 is> 
4.5 x 1011 spores/kg BW or> 8 x I 09 spores/bird in Northern bobwhite (Colinus virginianus; 
MRlD 48165712). Additionally, B. amyloliquefaciens is intentionally included in some 
domestic avian food diets as a nutritional additive (e.g., European Food Safety Authority, 2010; 
Wizna et al., 2009), and it is not known to be pathogenic to animals (Logan and de Vas, 2009). 
An extensive literature search in several databases returned no reports of toxicity or 
pathogenicity of B. amyloliquefaciens in birds. Based on these lines of evidence, B. 
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amyloliquefaciens strain D747 is not expected to pose risk of adverse effects in birds. 

A study with laboratory rats (MR!D 48165704) also showed that B. amyloliquefaciens strain 
D747 is not toxic, infective, or pathogen~c at the maximum hazard dose of 1.0 x 108 CPU/animal. 
Therefore, adverse effects to wild mammals are also not expected as a result of the applications 
of B. amyloliquefaciens strain D747 in accordance with label instructions. 

Nontarget Insects (OCSPP Guideline 885.4340) and Honey Bees (OCSPP Guideline 885.4380): 
Studies with Orius stricollis, Crysoperla carnea, and Phytoseiulus persimilis were submitted for 
the nontarget insect data requirement (MRID 48165716). While no effects of B. 
amyloliquefaciens strain D747 were observed in these studies, they were not acceptable for use 
in the ecological risk assessment. Two honey bee studies were also submitted that showed no 
adverse effects of B. amyloliquefaciens D747 after 48 hours (MRID 48165717) and 17 days (no 
MRID currently assigned). These studies were rated Supplemental because they were not of 
sufficient duration (30 days); however, except in rare cases, bacteria that are pathogenic to 
insects typically produce toxins that kill the insect within a few days (Tanada and Kaya, 1993). 
Adverse effects resulting from exposure to B. amyloliquefaciens strain D747, therefore, would 
likely have been evident in the bee studies, especially after 17 days. Scientific rationale was 
submitted to show that adverse effects are not expected to nontarget insects (MRIDs 48621502 
and 48621503). Entomopathogenic B. species (e.g., B. thuringiensis, B. sphaericus) have been 
extensively studied, and their pathobiology is well-known. B. amyloliquefaciens is not among the 
B. species recognized as frank pathogens to insects or other animals (Logan and de Vos, 2009). 
There are some accounts in the literature of effects of B. subtilis on insects; however, none of 
these were associated with B. amyloliquefaciens or B. subtilis var. amyloliquefaciens. Therefore, 
based on the studies and other information provided, B. amyloliquefaciens strain D747 is not 
expected to pose risk to honey bees and other nontarget insects as a result when applied in 
accordance with label instructions .. 

Nontarget Plants (OCSPP Guideline 885.4300): 
Studies with plants exposed to B. amyloliquefaciens strain D747 were unacceptable, based on 
several deficiencies (MRID 48165715). B. amyloliquefaciens is not taxonomically related to any 
kno\Vll plant pathogens. As discussed previously, however, the microorganism has been isolated 
from tissues of healthy plants and is known as a plant growth-promoting rhizobacteriurn. It is, 
therefore, not expected to pose risk to nontarget plants as a result oft applications made in 
accordance with label instructions. 

b. Aquatic Animals and Plants 

B. amyloliquefaciens strain D74 7 is not intended to be applied directly to water, but some of the 
applied product may reach aquatic habitats through runoff or spray drift. Spray drift at 
application is the primary mechanism by which the pesticide is expected to reach water. A spray 
drift analysis was included in the aquatic risk assessment to detennine exposure, and further 
detail is provided in the environmental risk assessment for B. amyloliquefaciens strain D747. 

Freshwater Fish (OCSPP 885.4200! Guideline and Invertebrates (OCSPP Guideline 885.4240): 
ln a 30-day study with rainbow trout (Oncorhynchus mykiss), the LCso for B. amyloliquefaciens 
strain D747 was 8.1 x 1010 CFU/L, and the NOEC based on sub-lethal effects was 1.44 x 1010 

CFU/L. If the maximum broadcast application rate (4 fluid ounces/1000 ft2 or 2.55 x 106 

CFU/cm2
) is applied directly to a 1-ha body of water 15 em deep (the EPA Standard Wetland), 
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the resulting concentration would be 1.7 x 108 CFU/1. This would be the maximum possible 
aquatic concentration at this application rate, but this direct application to water is not on the EP 
labels. The NOEC and LCso are approximately 85X and 4 76X higher than this concentration, 
respectively. Exposure in freshwater environments will be well below the concentrations that 
would produce adverse effects, and the applications of B. amyloliquefaciens strain D747 as 
presented on EPA- approved labels are not expected to pose risks to freshwater fish. 

A study with Daphnia magna provided an EC50 based on mortality/hnmobility of3.7 x lOtO 
CFU/L, and a NOEC for sub-lethal effects of2.84 x 108 CFUIL. Based on the spray drift 
analysis, the NOEC would be approximately 20X the expected environmental concentration 
(EEC), and the EC5o would be 218X the EEC; therefore, the applications of B. amyloliquefaciens 
strain D747 D747 as presented on EPA- approved labels are not expected to result in adverse 
effects to freshwater invertebrates. 

Marine/Estuarine Fish (OCSPP 885. 4280) and Invertebrates (OCSPP 885.4240): 
Concentrations reaching marine or estuarine areas are expected to be less than those calculated 
above for freshwater animals, due to further dilution in deeper water. B. amyloliquefaciens strain 
D747 is not expected to reach marine or estuarine environments in significant concentrations, 
and risk to animals in these environments is not anticipated. 

Aquatic Plants (OCSPP Guideline 885.4300): 
B. amyloliquefaciens strain D747 is not related to knovm. plant pathogens; therefore, adverse 
effects to aquatic plants are not anticipated. 

2. Environmental Fate Data 

The information provided to support uses and application methods that are presented on EPA
approved labels was sufficient to satisfy the Tier I nontarget organism data requirements and for 
nontarget organism risk assessment for B. amyloliquefaciens strain D747; further testing at 
higher tier levels (i.e., Tiers II, III, and IV) is not required. 

3. Threatened and Endangered Species Assessment 

Since EPA has determined that no effects are anticipated for any nontarget species exposed to B. 
amyloliquefaciens strain D747 as a result of applications made in accordance with EPA
approved labels, effects to federally listed threatened and endangered species and their 
designated critical habitats are also not expected. Therefore, a "No Effect" determination is 
made for direct and indirect effects to listed species and their designated critical habitats 
resulting from the approved uses of B. amyloliquefaciens strain D747. 

V. ENVIRONMENTAL JUSTICE 

EPA seeks to achieve environmental justice---the fair treatment and meaningful involvement of 
all people regardless of race, color, national origin, or income---with respect to the development, 
implementation, and enforcement of environmental laws, regulations, and policies. Fair 
treatment means that no group of people, including racial, ethnic, or socioeconomic groups, 
should bear a disproportionate share of the negative environmental consequences resulting from 
industrial, municipal, and commercial operations or the execution of federal, state, local, and 
tribal environmental programs and policies. Meaningful involvement means that (1) potentially 
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affected community residents have an appropriate opportunity to participate in decisions about a 
proposed activity that will affect their environment and/or health; (2) the public's contribution 
can influence the regulatory agency's decision; (3) the concerns of all participants involved will 
be considered in the decision-making process; and (4) the decision-makers seek out and facilitate 
the involvement of those potentially affected. EPA has this goal for all communities and persons 
across the United States. 

EPA sought information on any groups or segments of the population who, as a result their 
location, cultural practices, or other factors, may have atypical, unusually high exposure to B. 
amyloliquefaciens strain D747, compared to the general population. No public comments were 
received on this particular matter. 

For additional information regarding environmental justice issues, please visit EPA's web site at 
http :1 !www. epa. gov/co mpl i ance/ env fro nmentalj us tic eli ndex. h tm l. 

VI. RISK MANAGEMENT DECISION 

Section 3( c)(5) ofFIFRA permits for the registration of a pesticide provided that all the 
following determinations are made: 

(1) Its composition is such as to warrant the proposed claims for it; 
(2) Its labeling and other material required to be submitted comply with the 

requirements of FIFRA; 
(3) It will perform its intended function without unreasonable adverse effects on 

the environment; AND 
( 4) When used in accordance with widespread and commonly recognized 

practice, it will not generally cause unreasonable adverse effects on the 
environment. 

To satisfy criterion 1, the B. amyloliquefaciens strain D747 pesticide products have well-known 
properties. EPA has no knowledge that would contradict the claims made for these products, the 
CX-9030 and CX-9032 EP labels, and we have concluded that such products are not expected to 
cause unreasonable adverse effects on the environment when used according to the label 
instructions. Criterion 2 is satisfied by the current product labels, as well as the data and 
information presented in this document. It is believed that the B. amyloliquefaciens strain D747 
pesticide products will not cause any unreasonable adverse effects on the environment, and CX-
9030 and CX-9032 (end-use pesticide product), in particular, are likely to provide protection 
against fungal and bacterial pests as claimed, satisfying criterion 3. Criterion 4 is satisfied in that 
the B. amyloliquefaciens strain D747 pesticide products are not expected to cause unreasonable 
adverse effects when used according to label instructions. Therefore the end-use products, CX-
9030 and CX-9032, containing B. amyloliquefaciens strain D747 as a new active ingredient, are 
eligible for registration under FIFRA section 3( c)(5) for the labeled uses. Should uses that are 
more extensive be proposed in the future (e.g., aquatic uses), EPA will likely require that 
additional data be submitted. 
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Before releasing pesticide products containing B. amyloliquefaciens strain D747 for shipment, 
the registrant is required to provide appropriate final printed labeling to EPA prior to shipment of 
product. 

B. Terms of Registration 

As a term of the registration CX-9032 EP, the registrant must submit the following data within 
one year of this product's registration: 

(1) Storage Stabilitv (OCSPP Guideline 830.6317) and Corrosion Characteristics (OCSPP 
Guideline 830.6320): The results of a one-year storage stability and corrosion 
characteristics study. 

C. Reporting of Adverse Effects and Hypersensitivity Incidents 

Notwithstanding the information stated previously, it should be clearly understood that certain 
specific data are required to be reported to EPA as a requirement for maintaining the federal 
registration for a pesticide product. A brief summary of these types of data are described below. 

Reports of all incidents of adverse effects to the environment must be submitted to EPA under 
the provisions stated in FIFRA section 6(a)(2). Additionally, all incidents of hypersensitivity 
(including both suspected and confirmed incidents) must be reported to EPA under the 
provisions of 40 CFR § 158.2140(d). 

VIII. GLOSSARY OF ACRONYMS AND ABBREVIATIONS 

ASAE 
BPPD 
BRAD 
CFR 
CFU 
cfU/kg 
cfu!mL 
cP 
EDSP 
EP 
EPA 
FFDCA 
FIFRA 
FQPA 
FR 
g/mL 
LCso 

American Society of Agricultural Engineers 
Biopesticides and Pollution Prevention Division 
Biopesticides Registration Action Document 
Code of Federal Regulations 
colony-forming unit(s) 
colony-forming units per kilogram 
colony-forming units per milliliter 
centipoise 
Endocrine Disrupter Screening Program 
end-use product 
Environmental Protection Agency (the "Agency") 
Federal Food, Drug, and Cosmetic Act 
Federal Insecticide, Fungicide, and' Rodenticide Act 
Food Quality Protection Act 
Federal Register 
gram per milliliter 
median lethal concentration. A statistically derived concentration of a 
substance that can be expected to cause death in 50% of test animals. It is 
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LDso 

mg!kg 
mg/L 
MP 
mPa·s 
MRIDNo. 
NIOSH 
NRRL 
OCSPP 
OPP 
PC Code 
pp 
PPE 
ppm 
TGAI 
u.s. 

usually expressed as the weight of substance per weight or volume of water, 
air, or feed (e.g., mg/L, mglkg, or ppm). 
median lethal dose. A statistically derived single dose that can be expected 
to cause death in 50% of the test animals when administered by the route 
indicated (oral, dermal, or inhalation). It is expressed as a weight of 
substance per unit weight of animal (e.g., mg/kg). 
milligrams per kilogram 
milligrams per liter 
manufacturing-use product 
milliPascal-second, term used as the unit of dynamic viscosity. 
Master Record Identification Number 
National Institute for Occupational Safety and Health 
Northern Regional Research Laboratory 
Office of Chemical Safety and Pollution Prevention 
Office of Pesticide Programs 
Pesticide Chemical Code 
Pesticide Petition 
personal protective equipment 
parts per million 
technical grade of the active ingredient 
United States 
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APPENDIX A. MICROBIAL PESTICIDES DATA REQUIREMENTS 
(40 CFRPART 158-SUBPARTV) 

TABLE 1. Product Analysis Data Requirements for the End-Use Product (EP), CX-9030 
(40 CFR § 158.2120) 

OCSPP Guideline Data Requirement Results 
Number 

885.1100 Product Identity Submitted data fulfill the requirement for product 
identity. CX-9030 contains 25.0% by weight 
Bacillus amyloliquefaciens strain strain D747 
(minimum of 5x 10 10 CFU/g) 

885.1200 Manufacturing Process Submitted data fulfill the requirement for 
manufacturing process. 

Not applicable Deposition of a Sample in a Submitted data fulfill the requirement for 
Nationally Recognized deposition. Culture on deposit under Accession 

Culture Collection Number NRRL B-50405. 

885.1300 Discussion of Formation of Submitted data fulfill the requirement for 
Unintentional Ingredients discussion of formation of unintentional 

ingredients. 

885.1400 Analysis of Samples Submitted date fulfill the requirement for analysis 
of samples. 

885.1500 Certification of Limits Limits listed on the confidential statement of 
formula are adequate/acceptable 

Additional Studies 

830.1800 Enforcement Analytical Submitted data fulfill the requirement for an 
Method enforcement analytical method 

TABLE2. Product Analysis Data Requirements for the End-Use Product (EP), CX-9032 
(40 CFR ~ 158.2120) 

OCSPP Guideline Data Requirement Results 
Number 
885.1100 Product Identity Submitted data fulfill the requirement for product 

identity. CX-9030 contains 98.95% by weight 
Bacillus amyloliquejacfens strain strain D747 
(minimum of lx 1010 CFU/.g) 

885.1200 Manufa<;:turing Process Submitted data fulfill the requirement for 
manufacturing process. 

Not applicable Deposition of a Sample in a Submitted data fulfill the requirement for 
Nationally Recognized deposition. Culture on deposit under Accession 

Culture Collection Number NRRL B-50405. 
885.1300 Discussion of Formation of Submitted data fulfill the requirement for 

Unintentional Ingredients discussion of formation of unintentional 
ingredients. 

885.1400 Analysis of Samples Submitted date fulfill the requirement for analysis 
of samples. 

885.1500 Certification of Limits Limits listed on the confidential statement of 
formula are adequate/acceptable 

Additional Studies 
830.1800 

I 
Enforcement Analytical Submitted data fulfill the requirement for an 

Method enforcement analvtical method 

MRlDNo. 

481655-0 I 

CSF dated 
10/18/2011 

481655-01 

481655-01 

481655-01 

481655-0 I 

CSF dated 
10/18/2011 

481655-01 

MRIDNo. 

481655-01 
CSF dated 
10/18/2011 

481657-01 
481655-01 
481657-01 
481655-01 

481657-01 
481655-01 

481655-01 
481657-01 
CSF dated 
10/18/2011 

481655-01 
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TABLE 3. Physical and Chemical Characteristics for the Technical Grade of the Active Ingredient (TGAI) Bacillus. 
amvlofique{aciens strain strain D747 I CX-9030 (EP). (40 CFR § 158.2120) 

OCSPP I Results MRIDNo. 

Guideline Data Requirement ' 
Number TGAI CX-9030 (EP) 

830,6302 Color I Beige i Not Applicable 481657-02 i 

830,6303 Physical State Fine powder Not applicable 481657-02 

' 830.6304 Odor Yeast odor Not applicable I 481657-02 

830,6313 Stability to Normal and Elevated Spores inactivated at Not applicable 481657-02 
Temperatures, Metals, 54"C 

' and Metal Ions I I 
830,6314 Oxidation/Reduction: Not applicable, the product does not contain oxidizing 481657-02 

Chemical Incompatibility or reducing agents 

830.6315 Flammability Not applicable, the product does not contain flammable 481657-02 
ingredients 

830.6316 
I 

Explodability Not applicable, the product does not contain explosive 481657-02 
ingredients 

830,6317 Storage Stability 
I 

Stable up to one year at 25"C without loss of viability 481657-02 
481657-03 

830,6319 Miscibility Not applicable, the product is not an emulsifiable liquid. 481657-02 
(refer to test note #2 of 40 CFR § 158.2120(d)). 

830.6320 Corrosion Characteristics Not applicable, the product is a powder. 481657-02 

830.6321e Dielectric Breakdown Voltage Not applicable, the product is not for use around 481657-02 
electrical equipment 

830,7000 pH 6.5 7.0 (l% w/w) 7.5-8.0 481657-02 

830.7100 Viscosity Not applicable, the Not Applicable.CX-9030 is 481657-02 
product is a powder. not a liquid. 

830.7300 Density/Relative Density/Bulk 0.307- 0.375 g/ml 0.60-.0.78 gJ em" 481657-02 
Density (Specific Gravity) 
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TABLE4. Physical and Chemical Characteristics for CX-9032 (EP). (40 CFR § 158.2120) 

I ' ' Results OCSPP ' ' MRIDNo. 
Guideline 

! 
Data Requirement 

Number TGAI CX-9030 (EP) 
! 

830.6302 Color Beige Light brown ' 481655-02 I ! 

830.6303 Physical State Fine powder Liquid 481655-02 

830.6304 Odoc Yeast odor Yeast odor 481655-02 

830.6313 Stability to Nonnal Spores inactivated at 54°C.. 481655-02 
& Elevated 

Temperatures, Metals, 
& Metal Ions 

830.6317 ! Storage Stability Stable up to one year at Stable up to 78 days at 25°C I 481655-02 
25°C without loSs of without loss of viability. As a 

viability term of the registration, EPA 
is requiring submission of the 
results of a one-year storage 
stability and corrosion 

I characteristics study be 
submitted within one vear. 

830.6319 Miscibility 1 Not applicable; product is not an emulsifiable liquid. I 481655-02 
(refer to test note #2 of 40 CFR S 158.2120(d)). 

830.6320 Corrosion Characteristics Not applicable; product is a None evident to polyethylene 481655-02 

I powder. packaging after 78 days. As a 

I term of the CX-9032 (EP) 
registration, EPA is requiring 

I 
submission ofthe results of a 
one-year storage stability & 

! corrosion characteristics I 
I within one year. ' ' 

830.7000 pH 6.5 7.0 (1% w/w) 4.2-4.3 (I% w/w). I 481655-02 

830.7100 I Viscosity Not applicable, the product 4.6- 16.0 milliPascal-second l 481655-02 

I is a powder. • (mPa s) at 25°C • 

' I I 
830.7300 

I 

Density/Relative 0.307- 0.375 g/ml 1.02- 1.03 g/mL 481655-02 
Density/Bulk Density 

I (Specific Gravity) 
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TABLE 5. ToxicolOI!V Data Requirements for the Technical Grade ofthe Active Ingredient (TGAI) (40 CFR § 158.2140 

OCSPP Guideline Data Requirement Results MRIDNo. 
Number 

TGAI 

Tier I 
885.3050 Acute Oral No evidence of infectivity, pathogenicity or toxicity was found 481657-04 

Toxicity/Pathogenicity from oral administration of l.Oxl08 CFU Bacillus 
amyloliquefaciens strain 0747 to rats. Clearance from fecal 
material occurred by day 14 and no viable organisms were 
recovered from blood or any other organ or tissue. 
Classification: Acceptable 

885.3150 Acute Pulmonary No evidence of infectivity, pathogenicity or toxicity was found 481657-06 
Toxicity/Pathogenicity from intratracheal administration of !.Ox I 0 7 spores B. 

amyloliquefaciens strain 0747 to rats. 
Classification: Acceptable 

885.3200 Acute Injection Not toxic, infective, and/or pathogenic to rats when dosed 481657-05 
Toxicity/Pathogenicity intravenously at !.Ox 107 spores per animal. 

(Intravenous) Classification: Acceptable 
885.3400 Hypersensitivity No hypersensitivity incidents, including immediate-type or 479450-23 

Incidents delayed-type reactions of humans and domestic animals that 
occurred during research, development, or testing of the 
TGAI!MP, were reported. Future hypersensitivity incidents must 
be reported (For reporting format OCSPP Guideline 885.3400). 

885.3500 Cell Culture Not required. B. amyloliquefaciens strain 0747 is not a virus 
(Test note #4 of 40 CFR § l58.2l40(d)). 

Tiers II and III 
Not required for Bacillus amyloliquefaciens strain 0747 based on the lack of acute toxicity/pathoo-enicity in the Tier I studies. 
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TABLE6. 

OCSPP Guideline Number 
885.3400 

870.1100 

870.1200 

870.1300 

870.2400 

870.2500 

Toxicology Data Requirements for the End~ Use Product (EP), CX-9030 
(40 CFR < 158.2140) 

Data Requirement 
I Hypersensitivity Incidents 

Acute Oral Toxicity 

Acute Dermal Toxicity 

Results 
No hypersensitivity incidents, including 
immediate-type or delayed-type 
reactions of humans and domestic 
animals that occurred during research, 
development, or testing of the EP, were 
reported by the applicant. Any future 
hypersensitivity incidents must be 
reported per OCSPP Guideline 
885.3400. 

Oral LD50 > 5000 mg/Kg 
Classification: Acceptable 
TOXICITY CATEGORY IV 
Dermal LD5o > 5050 mg/Kg 
Classification: Acceptable 
TOXICITY CATEGORY IV 

Acute Inhalation Toxicity Inhalation LC50 > 2.18 mg/L 
Classification: Acceptable 
TOXICITY CATEGORY IV 

Acute Eye Irritation The maximum average irritation score of 
18.3 obtained I hour after treatment 
declined to 17.33 after 24 !tours, 2 after 
48 hours and 0 after 72 hours following 
ocular administration ofO.I mL B. 
amyloliquefaciens strain D747 to New 
Zealand White rabbits in a 72 hour 
observation period. 
Classification: Acceptable 

i TOXICITY CATEGORY III 
Primary Dermal Irritation No evidence of irritation was found from 

dermal administration of 500 mg B. 
amyloliquefaciens strain D747 CX-9030 
to rabbits during the 4 hour exposure and 
72 observation periods. The dermal 
irritation score for B. amyloliquefaciens 
strain D747 CX-9030 was 0.00. 
Classification: Acceptable 
TOXICITY CATEGORY IV 
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MRIDNo. 

481657-07 

481657-08 

481657~09 

481657-10 

481657-11 
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TABLE?. Toxicology Data Requirements for the End~Use Product (EP), CX~9032 
(40 CFR 158.2140) 

OCSPP Guideline Number Data ReQuirement Results MRIDNo. 
885.3400 Hypersensitivity Incidents No hypersensitivity incidents including 

immediate~type or delayed~type reactions 
of humans and domestic animals that 
occurred during research, development, ' 
or testing ofthe EP were observed or 
reported. Ail hypersensitivity incidents 
must be reported per OCSPP Guideline 
885.3400. 

870.1100 Acute Oral Toxicity Waiver request submitted. Requirement 481655~04 

satisfied by submitted MP data. Oml 
exposure to the MP showed no adverse 
effects including infectivity, 
pathogenicity and toxicity up to the limit 
dose. Inerts are exempt from tolerance. 
No additional oral toxicity is expected 

from inerts. 
Classification: Acceptable 

870.1200 Acute Dermal Toxicity Waiver request submitted. Requirement 481655-04 
adequately addressed by CX-9030 EP 481655-06 
data as well as, dermal irritation testing 481655-11 
on CX-9032-EP. Dermal toxicity and 481657-08 
irritation testing for the CX~9030 EP and 
dermal irritation data on CX-9032 EP 
showed no adverse effects up to the limit 
doses. No additional dermal toxicity is 
expected from inerts. 
Classification: Acceptable 

870.1300 Acute Inhalation Toxicity Waiver request submitted. Pulmonary 481655~04 

exposure to the MP showed no adverse 481657-06 
effects, including infectivity, 481657-09 
pathogenicity or toxicity though slight 
toxicity lasting 2 days from a 4-hour 
aerosol inhalation administration of2.18 
mg!L, where inert ingredients were also 
present, was noted in a CX-9030 EP 
study. No additional toxicity is expected 
from this EP's inert ingredients. 
Classification: Acceptable 

870.2400 Acute Eye Irritation The maximum average irritation score of 481655-05 
0.667 at 1 hour after treatment declined to 
0 after 24 hours following ocular 
administration ofO.l mL 
B. amyloliquifaciens strain D747 CX-
9032 to New Zealand \Vhite rabbits (72-
hour observation period). 
Classification: Acceptable 
TOXICITY CATEGORY IV 

. 
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7. 

administration of 0. 5 mL undiluted B. 
amyloliquefaciens strain 0747 CX-9032 
to shaved skin of rabbits during the 4 
hour exposure and 72 observation 
periods. The dennal irritation score for B. 
amylo!iquefaciens strain 0747 CX-9032 
was 0.00. 
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TABLE 8. Nontarget Organism Toxicity and Environmental Fate Data Requirements for the Technical Grade of the 
Active Ingredient {fGAI), Bacillus amyloliquefaciens strain 0747 (40 CFR § 158.2150) 

OCSPP Guideline Data Requirement Results MRIDNo. 
Number 

Tier I 
885.4050 Avian Oral Toxicity A study showed that B. amyloliquefaciens 0747 48165712 

is not toxic to birds at 8.9 x 109 spores/bird. 48621501 
Classification: Supplemental 
Scientific rationale is sufficient to conclude that 
B. amyloliquefaciens 0747 is not expected to 

I pose a hazard to birds. 
Classification: Acceptable 

885.4100 Avian Inhalation Not required. B. amyloliquefaciens 0747 is not 
Toxicity/Pathogenicity considered to be pathoo-enic to birds 

885.4150 Wild Mammal Tests required by 40 CFR § 158.2140 are 48165704 
Toxicity/Pathogenicity adequate/ appropriate for assessment of hazards 

to wild mammals. B. amyloliquefaciens 0747 
was not infective, toxic or pathogenic to 
laboratory rats 1.0 x 108 CPU/animal 

885.4200 Freshwater Fish A 30-day study shows that the LC50 to rainbow 48165713 
Toxicity/Pathogenicity trout is 8 x 1010 CFU/L. The NOEC for sublethal 

effects is 1.44 x 1010 CFUIL. 
Classification: Acceptable 

885.4240 Freshwater Invertebrate A 21-day study shows that the EC50 to Daphnia 48165714 
Toxicity/Pathogenicity magna based on mortality is 3.7 x 1010 CFUIL. 

The NOEC for sublethal effects is 2.84 x 108 

CFU/L. 
Classification: Acceptable 

885.4280 Estuarine/Marine Fish and Not required. B. amyloliquefaciens 0747 is not 
Invertebrate Testing to be applied directly to water and is not expected 

to reach estuarine or marine environments in 
significant quantities. 

885.4300 I Nontarget Plant Testing A study submitted was detennined to be 48165715 

' unacceptable; however, testing is not required 
' 
I 

because. B. amyloliquefaciens is not related to 
known plant pathogens 
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TABLE 8. Nontarget Organism Toxicity an~r!nvironmental Fate Data Requirements for the Technical Grade of the 
Active Ingredient (l:'GAD~ Bacillus amyloliaue aciens strain D747 (40 CFR § 158.2150) 

OCSPP Guideline Data Requirement Results MRIDNo. 
Number 
885.4340 Nontarget Insect Testing Studies with three species of arthropods were 48165716 

determined to be unacceptable. 
Additional scientific rationale was submitted to 48621502 
show that B. amyloliquefaciens is not expected to 
be toxic or pathogenic to nontarget insects. 
Classification: Acceptable 

885.4380 Honey Bee Testing Two studies showed that B. amyloliquefaciens 48165717 
D747 is not toxic to honey bees. 
Classification: Supplemental 48621503 
Additional rationale was sufficient to show that 
pathogenicity to honey bees is not expected as a 
result of exposure to B. amyloliquefaciens D747. 
Classification: Acceptable 

Tiers II, III, and IV 

Not required for Bacillus amyloliquefaciens strain D747 based on the current uses and application methods. 
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APPENDIX B. PESTICIDE PRODUCTS 
TABLE 9 Table Title? 

EPA Registration Percentage Formulation Usc Sitc(s) Mcthod(s) Application Target Pest 
Registration Name Active Type of Rate 

Number Im!rcdient Application 
Various Tractor Rate listed on Various fungal and 

70051-107 CX-9032 98.35% End Usc- agricultural mounted !abe! varies bacteria! pests listed 
Aqueous eod boom, depending on on the !abel 
Suspension greenhouse air blast, application including: 

crops (e.g., hose-end, method from Alternaria, 
vegetables, backpack 0.5 pints Botrytis cinerea 
tree fruits, and other /acre to 6 Didymella bryaniae 
berries, pressurized quarts/acre Phoma 
grapes and sprayers; cucurbitacearum 
tropical fruit, foggcrs or Erisphe, 
tree nuts, mist Fusarium, 
herbs and blowers; Macrophomina 
spices, water wheel phaseoli 
coffee, and other Monosporascus 
tobacco, drench cannanbal/us 
hops, applicators; Peronospora, 
forestry soil Phytophthora 
seedlings injection; Pseudomonas 
ornamentals, aerial; and syringae pv. tomato 
and turf) chemigation Pseudoperonospora 

with drip or spp. 
sprinkler Puccinia spp. 
irrigation Pythium, 
and cutting Rhizoctonia, 
or root dip Sphaeratheca spp. 

Verticillium, spp. 
Xanthomonas spp. 

CX-9030 25.0% Water Various Tractor 0.25 3 Various fungal and 
70051-108 Dispersible agricultural mounted pounds per bacterial pests listed 

Granule and boom, acre on the !abc! 
greenhouse airb!ast, including: 
crops (e.g., hose-end, Alternaria, 
vegetables, backpack Botrytis cinerea 

ornamentals, and other Didymella bryaniae 
and turf) pressurized Phoma 

sprayers; cucurbitacearum 
foggcrs or Erisphe 

mist Fusan·um, 
blowers; Jfacrophomina 

water wheel phaseoli 
and other Afonasporasc11s 

drench cannonba/lus 
applicators; Peronospora, 

shank or Phytaphthora 
other soil Pseudomonas 
injection syringae pv. tomato 

equipment; Pseudoperonospora 
aerial; and spp. 

chemigation Pucctnia spp. 
with drip or Pythium, 

sprinkler Rhizoctania, 
irrigation Sphaerotheca spp. 

and cutting Verticillium, spp., 
or root dip Xanthomonas spp. 
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EPA National Organic Program Labeling Request Checklist 
Reviewer Name: Chris Pfeifer RAL: Susanne Cerrelli 

Product Name: CX 9030 (EPA Reg. No. 70051-RNI (108)) 

Determination: Permitted 

Completion Date: 12/6/11 

Receipt Date: 12/6/11 

Active Ingredients History- Is the active ingredient on the BPPD list of previous NOP Y 
(f:/USER/SHARE/BPPD/Organic/Copy ofNOP/allowableble.pdf or ALLOWED.xls)? 

- Are all of the found on the 2004 EPA and Y 

Inert Ingredients- Have any inert(s) been recently revoked (Revoked List 4 lnerts)? N 

Use Sites- Are all the product's use sites within the scope of the designated use patterns cited in Y 
the National List? 

Language- Is the requested label language allowable. (Acceptable language includes: "For Use Y* 
in Organic Production"; "For Organic Production"; "For Use in Organic Gardening'; "For 

· "OMRI Listecf•· the OMRI and the three leaf EPA NOP Louo. 

OMRI Certification- Does the have a current OMRI certificate? 

#1) The ai is approved for organic use. The source ofai is not GM. There are no intentionally 
added ingredients in the ai source that are not consumed or accounted for; and none of the 
impurities are of toxicological significance. 
#2) The inert ingredients are all List 4 and NOP compliant. Acceptable MSDS were provided for 
all inert ingredients; and the composition of the mixtures were validated in OPPIN. 
#3) The use sites for the product are all pre-harvest agricultural, and are acceptable per the 
Organic Production Standard. 
#4) The label claims "For Organic Production" and "OMRI Listed" are appropriate for the use 
pattern on this agricultural label. 
#5) Because this product is presently unregistered, the product cannot receive an OMRI 
certificate. It is a reasonable expectation, however, that the registrant will receive a certificate 
upon application. As such, the registrant can add the "OMRI Listed" claim to the label with the 
following terms: 
a) The registrant must add a parenthetical statement to the OMRI claim on the draft label 

indicating that it is a placeholder. The self-evident expression "(placeholder)" is adequate. 
The Registration Notice must create a term which requires submission of the OMRI 
certificate to the Agency once it has been received. 

#6) An alternate CSF dated 11/18/11 was reviewed and found acceptable. 

* 

Permit NOP labeling of this product. 
This review contains ~'JAJ::-&iSIN!~lJ:Nii'OlRiV!A'nDi'I(~C:;:BBII;)~.]D[);o;;;no;;;tt;r,:;e,I.le;;a;;:se;tlthrtis;;-ddo~c~u;;;m~e;;n;tt~to;tlth;;e~ 
registrant if it contains confidential information on proprietary mixes. 

Program Links -National Organic Program (AMS - NOP); PR Notice 2003-1 (PR Notice 2003-1) 
BPPD Guidance Document- Other Items May be Required 
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CX-9030 
Water Dispersible Granular Biofungicide 

(Alternate brand names: Double Nickel 55; Amylo-X WG) 

For Organic Production 
Active Ingredient: 

OMRI Seal 
placeholder 

Bacillus amylo!iqueji:tciens strain 0747* ....................................................... 25.0% 
Other Ingredients .. ,. ............................................. ., ................................................... 75.0°/o 
Total ............................................................ ., ............................................................. 1 00. Oo/o 

Ace Contains a minimum of SxiQ 10 colony-forming units (cfu) per gram 
EPTED EPA Reg. No. 70051-

EPA Est. No. 70051-CA-001 

DEC 1 6 2011 
Under the federal InsectiCide fungk:lde 
and Rodenticide Act, ""'~ for ' 
the pestldcfe registered under • 

Manufactured by: Certis USA, L.L.C. 
9145 Guilford Rd., Suite. 175 

Columbia, MD 21046 

EPA Reg. No. 
7oO'>I- ID~ 

NET WEIGHT: 5 LBS Lot No: 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
FIRST AID- Agricultural Use 

IF IN EYES: Hold eyes open and rinse slowly and gently with water for 15-20 minutes. Remove 
contact lenses, if present, after the first 5 minutes, then continue rinsing eye. Call a poison 
control center or doctor for treatment advice. 

IF ON SKIN: Take off contaminated clothing. Rinse skin with plenty of water for 15-20 minutes. 
Call a poison control center or doctor- for treatment advice. 

IF INHALED: Move person to t!·esh air. If person is not breathing, call911 or an ambulance, 
then give artificial respiration, preferably mouth-to-mouth if possible. Call a poison control 
center or doctor for further treatment advice. 

Have the product label with you when calling a poison control center or doctor. 
Hot Line No.: 1-800-255-3924 for additional information 

PRECAUTIONARY STATEMENTS- Agricultural Use 

HAZARDS TO HUMANS & DOMESTIC ANIMALS 
CAUTION: Causes moderate eye irritation. Prolonged or frequently repeated skin contact may 
cause allergic reactions in some individuals. Avoid contact with eyes or clothing. Avoid 
breathing spray mist. Wash thoroughly with soap and water after handling and before eating, 
drinking, chewing gum, using tobacco or using the toilet. 

PERSONAL PROTECTIVE EQUIPMENT (PPE) 

Applicators and other handlers must wear: 
• Long-sleeved shirt and long pants 
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• Waterproof gloves 
• Shoes plus socks 

Mixer/loaders and applicators must wear a dust/mist filtering respirator meeting NIOSH 
standards of at least N~95, R~95, or P-95. Repeated exposure to high concentrations of microbial 
proteins can cause Follow manufacturer's instructions for cleaning and maintaining PPE. In no 
instructions are available, use detergent and hot water for washables. Keep and wash PPE 
separately from other laundry. 

When handlers use closed systems, enclosed cabs, or aircraft in a manner that meets 
requirements listed in the Worker Protection Standard (WPS) for agricultural pesticides, the 
handler PPE requirements may be reduced or modified as specified in the WPS. 

USER SAFETY RECOMMENDATIONS 

Users should: 
• Remove clothing/PPE immediately if pesticides get inside. Then wash thoroughly and put 

on clean clothing. 
• Remove PPE immediately after handling this product. Wash the outside of gloves before 

removing. AS soon as possible, wash thoroughly and change into clean clothing. 

ENVIRONMENTAL HAZARDS~ Agricultural Use 

Do not apply directly to water or to areas where surface water is present, or to intet1idal areas 
below the mean high water mark. Do not contaminate water when disposing of equipment 
wash waters or rinsate. Do not apply when weather conditions favor drift or runoff from treated 
areas. 

GENERAL INFORMATION 

CX-9030 is a broad~spectrum preventative biofungicide for control or suppression of fungal and 
bacterial plant diseases. The active ingredient of CX-9030 is a naturally occuning strain (0747) 
ofthe beneficial rh.izobacterium Bacillus amyloliquefaciens, which colonizes roots, leaves, and 
other plant surfaces. D747 rapidly colonizes plant root hairs, leaves, and other surfaces, 
preventing establishment of disease-causing fungi and bacteria. 

CX~9030 can be applied alone or in combination and/or rotation with chemical fungicides as a 
tool for integrated disease management in agricultural crops, ornamental and nursery plants, and 
turfgrass, in accordance with the most restrictive of those label limitations and precautions. CX-
9030 offers a valuable tool for management of resistance to chemical fungicides through its 
multiple and unique modes of action. 

CX-9030 can be applied up to and including the day of harvest. 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a ma!U1er inconsistent with its labeling. For 
any requirements specific to your State or Tribe, consult the State or Tribal Agency responsible 
for pesticide regulation. Do not apply this product in a way that will contact workers or other 
persons, either directly or through drift. Only protected handlers may be in the area during 
application. 
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---~;;;{!CULTURAL USE REQUIREMENTS 

Usc this product only in accordance with its labeling and with the Worker Protection Standard 40 CFR Pa11 
I 170. This standard contains requirements for the protection of agricultural workers on farms, forests, nurseries, 
I and greenhouses and handlers of agricultural pesticides. It contains requirements for training, decontamination, 

l
i notitication, and emergency assistance. It also contains specific instructions and exceptions pertaining to the 

statements on this label about personal protective equipment (PPE), and restricted entry intervals. The 
requirements in this box only apply to uses of this product that are covered by the Worker Protection Standard. 

Do not enter or allow worker entry into treated areas during the restricted entry interval (REI) of 4 hours. 

PPE required for early entry to treated areas that is permitted under the Worker Protection Standard and that 
involves contact with anything that has been treated, such as plants, soil or water is: cover-alls, waterproof 
gloves, shoes plus socks. 

Exception: If the product is soil injected or soil incorporated, the Worker Protection Standard, under certain 
circumstances. allows workers to enter the treated area if there will be no contact with anything that has been 

, treated. 

l 
Non-Agricultural Use Requirements 

The requirements in this box apply to uses or this product that are NOT within the scope of the Worker 
Protection Standard for agricultural pesticides (40 CFR Part 170). The WPS applies when this product is used 
to produce agricultural plants on farms, forests, nurseries, or greenhouses. Keep unprotected persons out of 
treated areas until sprays have dried. 

MIXING AND HANDLING INSTRUCTIONS 

Mix the required amount ofCX-9030 in cool water with sufficient agitation to maintain a 
uniform suspension in the spray or mixing tank. Tank should be cleaned prior to use. Do not 
use highly alkaline or highly acidic water to mix sprays. Use a buffering agent if necessary to 
maintain netltrality (pH 6 to 8) of water in the tank Maintain agitation during application. Apply 
immediately after mixing; do not allow spray mix to stand overnight. 

APPLICATION METHODS 

Ground: CX-9030 can be applied in most commonly-used ground application equipment, such 
as tractor~ mounted boom, airblast, high clearance, hose-end, backpack, and other pressurized 
sprayers; hose-end or hand-held sprayers; foggers or·mist blowers; water wheel and other drench 
applicators; and shank or other soil injection method. 

Aerial: CX-9030 can be applied by tixed or rotary winged aircraft in a minimum of 3 gallons of 
water per acre. Standard precautions should be taken to minimize spray drift. 

Chemigation: CX-9030 can be applied through drip (trickle) and sprinkler type irrigation 
equipment. Refer to the section entitled "Chemigation Instructions" for detailed instructions. 
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Agricultural crops 

CROPS 
DISEASES/PATHOGENS 
(See footnotes for additional information) 

Veget:~blcs ;;nd melons 
r-· 

Pin rot compl~); (~/rernaria!Xanrhomonas)* Brnssicn vegetnblcs 
~uo.:h ns hraccnli. cabbage. Leaf spots {tilternaria spp .. Xanrhomonas ~pp.) 
cuulinowcr. Brussels spro!Hs. Downy mildew (Peronospora spp.) 
kahlmbi. and other calc crops. Powdery mildew {Erisyplre po~vgaui) 

·'Damping ull" seedling blights. and root or crown disca~es caused by Pyrhiltnl. 
Rht:ocraaia. Fmarlmn.l'hyraphrlwra. or l'el'lici//ium* spp. (see instructions below 
for "Soil application"), 

Bulb vcgclnbles Botryri.r ~pp. (neck rOl. lcafblight) 
snch as tmion~. garlic. shallots. and Purple blotch (Alternaria spp.) 
11thers. Downy mildew (Peronoxpora spp.) 

Powdery mildew {£risyphe spp.) 
Rllst {Puccini a pari)* 
''Damping off." seedling blighL~. and root ar crown dis~:uscs cuus~d by fyt/lium. 

Rlti::octonia. Fitsori11111. fhytopflt!wra. or 1 'ertrci//itl/11 ~ ~'PP· {se~ in~1ructions bt: luw 
for "Soil application"). 

Cucurbits Powdery mildew {£risypfle and Spltaerorheca spp.) 
such us cucumbers. sqllosh {all Downy mild~w {!'seudoperanospam spp.) 
type~). cnmaluupcs. mllskmclons. G11mmy stem blight {Didyme!la bryoniae and Phoma CIR.'111'bita,·ewum) 
watcrmcltJns. and oth~r m~lons. Sec instructions below lOr "Soil applical ion" against the following diseases: 

Vine d~cline {Mono.rparu.rr.'IIS cannoabaf!us) 
Charcoal rot {Macropflomina phnseo!i) 
"Damping off." ~eedling blights. and root 01 crown diseases cm1scd by Pythlnm. 

Rhi::octonia. Fusarium. fh.J'rnphthara. or Verricf//inm* spp. 
----

Fruiting vegelRbles Bacterial spot {Xanthanwmts spp.)* 1 

S11ch as tom~l\ICS. peppers. Bacterial speck (P.reudomonos syringae pv. lanmto)"' 1 

eg.gplnnL tomatillo. okra. an1l Gray mold {Bolt)'ris cinerea) 
mher~. Powdery mildew* [f.et•ei//ula. Oidiop,;is. Erisj'p/11!, and Sphrrerarheca spp.) 

Early blight (.·1/remaria .w!ani)* 
l.mc hlightlP/tyropilrhura it!(esrun.r)* 

Sec instr11ctiuns below fnr "Soil applicmian" agninstthc l'ollmving disca$<'~: 
"Damping on:" seedling blights. 11nd rotH or crawn diseuses caused by Pyrhlum. 

1?./n"::ocronill. Fn.rarinm. P!tvtapfllhoro. or Ferricillium~ ~pp. 
Southern hlight {Sclerotium roljsil)"' 

Le~1fy vegetables Downy mildew {BI'I!mia lacrucne, l'eronospora spp.)"' 
SliCh as head and leaf let\llce. Powdery mildew {Gvlovinomyces (Ertsyphe) cichoracearmn)* 
celery. spinach. radicchio, antgula, Bacterial blights 
wmercrcss. and others {including Head and leaf drop {Sclerolinia spp.)~ 
leafy /3rasslm vegetables SliCh as Pink rot (Scferorinin .l'c!erotiornmf 
nmstard and collard greens, kale. Leaf spots {Cercospora spp.) 
bok choi. and rclntcd crop~). See in~tructions below lOr "Soil application" against the following diseases: 

"Damping ulT." seedling blights. and root or crown diseases caused by Pyr/Jium. 
Nfli::ncronia, Fnsnrium. Pltprophrhora. or l'ertici//ium"' spp. 

Bol\0111 rot (Rhi::ocronin.wlnni) --
Legume vegetables White mold (Sclernrinia sclermiorum)~ 
St1eculcm and dried hcans und pc11s Gn1y mnld (13art)'lis dnerea) 
snch as green. snap. shcl I. and Powdery mildew (Microsphaem dfjjitsa) 
l.illl!l beans. garhum:o beans. R11sts*. includi11g Ut·allt,l<t.'es appendicnlarus. Puccinia spp .. and A~ian saybean rust 
chickpea~. soybenns. dry beans. {Pha)•ospora pochprhf:i) 
peas. split peas. l~:ntils. and other "Damping off," seedling blights, and root or crown disea~es catJsed by f)'tfli11m. 
legumes. Rfli::ocroniu, Fusarium. Phyrophthora. or Jlerrtci//imn* spp. {see instructions belaw 

1----
for ''Soil applicatian"). 

' 
Rllot. tu b~r, nnd corm vegetables Black root/crown rot {lllremm·ia spp.) 

i_~.ttel:t.,~otat/1. swt·ct mtattt, carrot. Bacterial lc111' bli ht (Xtrnrhoma/1(1.~ canmesrris) 
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casmva.l1eet~. ginger. radish. Downy mildew (Peronospnra spp.) 
horseradish"~. ginseng. t~~rnip, and Powdery mildew (Erisyphe ~pp.) 
other Jao!. tuber and conn crops. Gray mold (Bolrylis spp.) 

White mold (Sr:/erorinia sc!ero/iw·nm)1 

Black leg /bacterial so!t rot (Erwlnio c'worovoro) 
Early blight (,.1/iernario snfani)* 
Latt: blight (Phyrophlfwra infesrans)* 
Sec instructions below !'or "'Soil application" ogainst the following diseases; 

Black scurf {1?/!i=ocronin so/ani) 
Cavity spat (Pyrhinm spp.) 
"Damping oil" seedling blights. and root or crown diseases caused by Pyrhilun. 

Rhi=or:ronia. Fnsorium. Phy/op/Jli!Oro. or !'erlici/lium• ~llP· 
--

! 
Other vegetables Borrytis spp. 
such H:< sweet cul'll. papcorn. Rusts (f'uccinio spp.) 

i ospm1tg11S. peanut. and wotcn:ress White mold (Sc/erolinio scler01iorrnn)2 

Lear spots (Cercosporo and Cercosporidiom spp.)* 
"Damping ofl:" seedling blights. and root or crown diseases caused by Pyrhi11m. 

Rhi=oc/onia. 1·-Jisoriom. Phy!ophrhoro. or l"errici//inm• spp. (sec in~tructioos below 
l'or "Soil application"). 

·--
Tree fruits and nuts 

Citrus A lremoria lear spot (Airemarlo a/remora) 
slll:h as urm1gc. !cn10n. lime. Postbloam fmi! drop (Col/erorric/wm ocn/arnm)" 
g_mpcl'rui!. tangerine (lllaildariu), GJcasy spot (k~t'cosplwerel/a cir!'i)*J 

cirri) 1 tangelo. pummclo. and other citrus Ci!niS canker (XonrAomonos (•ampesrris pv. 
Scab (E!sinoe Jawcelli)* 4 

Me!anose (Dioporrhe cirri)* 
----· 

Po me fruits Powdery mildew (Podosphoero /encorric!Ja)·' 

I ~uch l!S apple. pear. crabapple. 
'JIIin~c. and uthcrs 

Scab ( 1-'enrnria spp.)* 
Flyspeck (Zpgop/!ia/o jamoicensis)6 

Sooty blotch disease camp!cx" 
Brooks spot (k~vcosp/werel/o pomi}" 
Bat JOt/white rot (8olryospl1aeria dorhidn1)0 

Bitter Jot (Col/erorrichum ~lW )n 
Cedar apple rust ( Gymnosporanginmjnniperi-virgillionoe)6 

Fire blight (Enl'inio omy/avora)* 7 . 
--

Stone fruits Powdery mildew (Sphoeralheca and Podosphaera Spp.)"& 
such as apricot. cherry. ncctarioe. Bacterial canker (Pseudomonas spp.) 
peach. phm1. prune. ph10t. and Brown rot blossom blight (Moni/!iJfo kLm)9 

uthcrs Brown rot (Moni!iniaji-ltcrico/o )* 10 

Gray mold (Barry/Is cinerw) 10 

I 
Peach leaf curl (Te!phrilw deformans) 
Buctcrialleafspo! (XmJi/JIImnun.; nrhicoln pv, pruni) 1 

Ru~ty spa! (Pi>dospfweru/e!lcorricha) 1 
,..... __ .. 
I Tree nuts Walnut bli!!,h! (Xanrhnmmws camf1esrrh;) 11 

s11ch as almond. pistachio. pecun. Anthrucnose LC'nl/ero!l'iclmm acnrC~rum)* 
w<~lllllt. lilbert. llazclllltt. chestnut. Bacterial canker (Psendomona.t sy1·ingae) 
macadamia. and other tree nuts. Shot hole ( Wi/sonomyces carpopAiflls)* 

Brown rot (Moni/inio spp.)* 
Pecan scab (C/adospriwn caryigemon )* 1 

!'om~granatcs Lear and fnlit spots (Cercospora, G/oeosporimn and Pesro/oria ~pp.) 1 

Fruit rots (.41/ernarhl. Barry/is. and other spp.) 10 

Powdery mildew (Sp/!oerorheca ponnosa} 

Otlwr fruits 
>-1 Strawberry Powdery mildew (Splwerorheca macu/aris, Erisyphe spp.)~ 1 ~ 

Gray mold (81Jrryris cinerea)" 11 

Anthracnose (Col/eror!'ic/111111 OCII/Urum) 
Ang11lar lenfspo! (Xamhnmmws fi'ogal'iae) 1 

L_ For the fo!lowilll?. di~cases. sec instructions below ror "Soil application" (anrl also rant 
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dip instructions -): 
"Damping off'" and (00t 0( C(OWil diseases caused by !1/u'::odnnia. Fusarium. 

PJ'!hium. P/!yrophl/wro. and/o( f"erlicil/illm* spp. 
Cha(cnal wt (Mocrophomina plloseo/ina) 

Berries, including blueberry. Mummy berry (A!onilinhl vaccinii~CO!ymbmil)• 
hla~khcrry. n1spbeuy. loganhcr(y. !3otrytis blight (!Jo/rylis cinere()j 
hu~kkbcuy. gnnscbcrry. Bacteria! cankc( (Pseudomonas spp. )11 

dlbb..'rry. l"(llnbl.'ny (uon-lloodcd A1tthracno~~ feu it (Ot (Collelo!ricluun acu/a/um)10 

liclds). cuncnt. and other bcuies r Grnpcs Powdc(y mildew (Eril)'phe (IOrmedy Uncinula) necalor) 14 

including win'-" gwpcs. ta blc gwp<-'S. Grn_v mold (Bolrytis ciuereo) 1.1 

and raisins Sour (Ot compfex 1 ~ 
Downy mildew (Piosmopuro vilicolo)* 
Phomopsis (Phomopsis vflfco/o) 1 ~ 
Eutypa (£urypo lorn) 11 

Tropical fruits Antbmcno~c (Col!e!ulrichum spp.) 

,;uch as nvocudo 1 ~. mungo 18. Scab (Sphoceloma perseae) 

pvpnya 1 ~. pineupple 1 ~. bunana. Bact~daf canke( (Xu111hrmwnos come.eslriJ) 

pla11tain. >lnd others. S igatnka ( A·hrcosphaerellu fijieusis )"0 

~---·-· 

Oth~r Crops 
-·--
fl~rl/5 nnd spices Powdery mildc\vs (Oidium spp. and othc(s) 
such \IS bu~il. thyme. cndn11dc(. diff. Downy mildew~ (Peronosporo spp. and others)* 
ciltmtr11. par~fcy. mint. nnd otl\c(S. Damping off disease:> ( Rlu"::oclowil. I:Fihium. A/lernario. and Fusarium spp.) 

Leafspnts (.-1/II.'I'!Wrhl. Sep/oriu. Colleror!"ichuol. and Cercospom spp.)* 
Bacterial discascs (£n1'iuh1. Xonlhommws. and Pseudomonas spp.) 
Rusts (P11rcinio spp. and others) 
"'Damping off' and wot 0( crown diseases caused by Rhi;;oclonfo. Fusarium. Pyrhium. 

Phylop/llham. nnd/N l'erlicillium* spp. (see insii'Uctions hclow for ··soil 
application""). 

Coffee Co tree berry disease (Co!letolricllllm wffemmm)1 

Col'fee rust (J-!emi/eio voslulrix) 1 

Anth(acnose (Co!!etorric/lum spp.) 
Bolt")l/1~· flowec blight 
Cerrosporo kal"spot and bcuy blotch 

' "'Damping oiT" and root or cwwn diseases caused by Rhi::oclonio. Fusarium. Pylhium. 
Phylo/1/!lhora. and/o( l'erlici//ium• spp. {sec instructions below for ·'Soil 
application""). 

TobaccD Angufa( fear spot (l'seudamouas spp.) 
Anthracnose (C ol!erorrichum and G/omerella spp.) 
Blue mold or downy ml(dew (Peronosporo spp.)* 

' 

Bwwn ~pot (AIIernoria) 
Bam spot! ftogeyc leaf spot (Cerrcospora nicorianne)10 

Collm· (Ot (Sc/erohido s/cerolia111m)~ 
G(ay mold (Bo/lylis cinerea) 
Powdc(y mildew (£1J'Siphe cichoroceorum) 
Tu(gct spot ( Rld::ocloui(( soh111i) 
Sec instructions hclnll' l"o( ··Soil upplication·· ugsi11St the lbflowing diseases: 

··Damping nrC ~ccdling blights. and (OOt 0( cwwn diseases caused by P_l'lhium. 

I 
Rlli::uclunia. Vu.wrilflll. 0/pi(/lum. /'hylopfl!lwro. 0( l"erlicil/ium• spp. 

Chu(coal rot j,\{ocroplwmino p/mseo/iuo) 
Blnck (Qnt rnt (T/!ielm•i!JfJsis bosicolu) 
Black shank ( Pflyrophl/mro spp.)* 

f------
Southecn blight/southern stem (Ot (Scleroliwu ro!(!;ii)* 

Mint Rust (Pucduio spp.) 

f-llljiS Powdery mildew (Sphaerolheca omcuh1ris)' 1 

Footnutcs: 

~~(~ssio11 unty: t(ll im roved cont10l n\ix 01 rotate with chc111icnl f\l~idc npp_roved lb( such use. 
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1 T~nk mi.\ or ro1~1c with coppcr-hu.1ed rungicides atlnbd mtcs for improved "ontrol. 

'Apply nt or immcdiatclr follo,,·ing pl~nting (but beiOrc pbmt en1crgcnce) as a banded seed! inc trcutmcn\4 to 6 inches wide. Make second 
~pplicntion <ll thinning or CJIIIiv~tion in Sli!Ticicnl water and mllltiplc nozzles to cnsmc tborm1gh wver~ge or lower lcuvcs nnd surrmmding soil 
oml~c~. lncnrpnr~tion with light irrigminn nl\cr opplicmion mny impmvc disease conlrol. Repeal at 10-14 dny intervals if conditions 
pnlmnting disease pcr~ist 

'For ~rc<l.l~· spot suppression, npply at l"lrstncw l"oliar llu.1h and repent witll each new 1111sh. Tnnk mi~ with sprny oil or cnppcr based limgicidc 
<11 h1bckd rmus. 

'hlf 1'11pprcssion ,,r dtms scab. start applications nt lirst new fnlin@;e I111Sh und repeat m petal l'all and when fmit ure Y, inch in diameter_ 

i Mnkc lir~l op]lliCJltiun nt or ~dhrc tight duster ir conditions fnvor disease developntent Rcpc~t al 7-10 day mt~rval~ through tltc second cover 
spn1y (•r longer nn susct:ptihle varieties or ir environment~! conditions fuvnr rapid disease development 

''Begin npplie,tinn> hcli1rc bloom wll~n eovironmcntal conditions favor disease development. repeating at 7 to 14 day intervals or as needed. 
Control muy be cnh~nced by addition nf a surfactant to improve spray coverage. Usc only s1•rl"actants known to be saiC for 1•se on the crop 
and lOr which SJ•ch 1•sc is nllowcd. 

1Rntutc with nntihiotics registered for tire blight control !Or improved perlbrmancc. 13cgio applications at l-5% open blossoms 1md rep cut every 
.1-7 d~ys m neccssnry 1m til petal r.tll, when intervals con ~c increased to 7 days. CX-9032 cnn also be used in sunmter .. cover spray .. 
;,pplieutions ((, c(•ntrnl tile shoot blight phase nr!lrc blight and summer diseas~'S. Can be mixed With eopp~'l" limgi~·idcs to improve control. 

'Mnke lirst npplicution at popcom >Wge and repeat every 7 days. 

'' Slm1 ~pplying m early bloom stag~ and repeat every 7 days through petal fall. 

'" l're-lwrvcst applications in SJ•I'Iicicnt water to cover fruit or other lmrvcst~d pl~nt parts may impnwe control or postharvest infcctiO!ls. 

'' Begin applicmions at or hcl"orc pistillate bloon1. repeating every 7-10 days. Apply before rainl"all il" possible. und ](ll1k mix or rotate '-Vith a 
copper-based llactcric(de registered for s11ch usc lbr improved control. 

" Stmlllpplicntiuns at or j11st bcfwc !lowering and repeat every 7-10 days as needed lhrough harvest 

''Apply belbrc li1ll rains aad agnin dming dornmncy bcfnrc spring gromb. 

"Start upplicutionswllcnnc,,· shoots me v, to l'li inches long. Repeat at 3-5 inches. 8-10 inches. and then m 7-10 day intervals until diJ"case 
e,Jnditinns no longcrc.~ist. 

'' ,\pplr ut ~h1om. ~cfor~ bunclt dosure. m ver~i,;on, and before l1arvesL 

"'Apply ~·l1~n sllunt~ ~rc y, hl l inch long and again when 6-8 iuchcs long. 

" Mi~ 2 l111id uunccs CX-9032 per gil lion of water nnd apply to pruning wonnds. 

"1\ppl_u at b\!dbrc11k and repent nn 14-2 I duy intcrvul as needed thro11gh harvest 

1 ''' 1\pply al llowcrin[l nnd rcpe~t ou 14·21 day intcrvnl as needed thro11gh llnrvcst 

i '"Apply ul lirst npp~mnnce ,,flcavcs nnd r~pcat at 7-21 dny intcrv~ls as needed. in s11flkient (Vutcr to obtai11 thorough coverage nf foliage 

I 

I ;mk mix W•tllspruy oil 11r ntltcr rcg,istcr~d fungicides lbr improved cnntrol. 

"Mi~ 6 toiO lluid nunces CX-9032 per 100 gallons of water nnd apply in minimum ol"20 gl'lluns per ncrc form cuJcrg~ncc to training, 50 
gullon,; per ucrc ]"rom training h• wire. nnd 100 gallons pcr ~ere fron1 wire tm•cll through h<1rvcsL 

I " For treatment or hnrs~rudish ur strawberry roots immediately before transplanting: immerse bare roots (individ11ally or in b1mchcs) for I 0 L oeconds m ~ ,;(•spcn~ion nl" I to 2 pints CX-9032 per gallnn ofwmer. 

Foliar application: For control of diseases on foliage, .flowers, _(1-uit, or other above~grou11d 
parts a_( plants: Mix CX-9030 in water and apply as a spray at a rate of0.25 to 3 pounds per 
acre in sufficient water to achieve thorough coverage of the crop canopy with minimal runoff. 
Begin applications at crop emergence, transplanting, or when conditions are conducive to 
development of disease. Repeat application every 7 to 10 days, or as needed, for as long as 
conditions favor disease development. Lower rates (0.25 to 1 pound per acre) may be applied 
under light disease pressure, to smaller (e.g. newly-emerged) plants, or when CX~9030 is used in 
a tank mix with other fungicides whose labels allow such use. Under moderate to severe disease 
pressure, or when environmental conditions and plant stage are conducive to rapid disease 
development, use higher label rates (I to 3 pounds per acre), apply more frequently (every 3 to 7 
days), and mix or rotate CX-9030 with other fungicides for improved performance. 

Soil app/h:arion: For control ofsoilborne diseases infecting seeds, seedlings, roots, crown, stems, 
ar other plant parts below ground ot· in contact ·with soil: Apply CX~9030 at 0.125 to I pound 
per acre. Mix the required amount in sufficient water to apply by one of the following methods: 

• Soil drench applied to transplants in flats or pots in the greenhouse or nursery any time prior 
\0 transplanting (see additional drench instructions under "Nurseries, greenhouses, shade 
houses, and ornamental plants" below). 
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• Soil drench at transplanting, using a "water wheel" injector, spray nozzles/hoses, or other 
method to drench each root ball and/or planting hole. 

• Soil or seedline drench, or banded spray (in-fun-ow) at planting. See the section on "Banded 
(in-fu!Tow) application" below for additional instructions. 

Follow-up (post-planting) preventative applications can be made every 2A weeks by one or 
more of the following methods, if needed: 

• Drip (trickle) or any type of sprinkler irrigation. any time after planting or transplanting. 
See Chcmigation Instructions for additional information. 

• Spray directly onto the soil surface and/or lower plant parts. If targeting root disease, follow 
immediately with sufficient overhead sprinkler irrigation to move CX-9030 to the root zone. 

• Injection directly into the rooting zone using shanks or similar equipment. 

Lower rates (0.125 to 0.5 pounds per acre) may be applied under light disease pressure, to 
smaller plants, or when CX-9030 is used in a tank mix with other fungicides whose labels allow 
such use. Under moderate to severe disease pressure, or when enviromnental conditions and 
plant stage are conducive to rapid disease development, use higher label rates (0.5 to I pound per 
acre). apply more frequently (every 2 weeks), and mix or rotate CX-9030 with other fungicides 
!Or improved performance. 

Banded {in-fUrrow) (lpp/icalion: Use the table below to detennine the correct application rate of 
CX-9030 per I ,000 row feet, based on row spacing and desired rate per acre. Mix the required 
amount ofCX-9030 in water and apply as banded spray (4" to 6" wide) or seedline drench 
centered over the planting fun-ow. Apply directly over seeds in the furrow just before they are 
covered with soil. The volume of water required per acre or per I ,000 row feet will depend on 
the application equipment used. Consult your local cooperative extension service if you need 
assistance calibrating band spraying equipment. 

Rates for bamlcll (in-furrow) application: Find desired applicn\ion ralc in Jhe left column. Read across lhallinc lo lhc 
cnrrcct row spacing indicaled al the top 10 find lhc number or ounces (dry) per 1.000 1·ow tCel thai will provide I he desired 
applicalion rule per acre. To cunvcrllo level teaspoons. multiply lhe number of ounces hy 8.2. For lew I tablespoons. 

mullipl~· the mnnhcr ol'tmnccs by 2.75. 

R;ot~lllen S ac~ bd»'c~uru>~'S Inches 
I UlliHb\ 12 " 16 " 20 22 24 26 l8 311 32 34 3G 3S 40 

11.25 0.1 0.1 0.1 0.1 02 0.2 0.2 0.1 0.2 0.2 0.2 0.3 0.3 03 0.3 
n.s 0.2 1!.2 0.2 0.3 0.3 0.3 04 04 0.4 0.5 0.5 0.5 0.6 06 0.6 
!!.7~ 0.3 Q3 0.4 0.4 0.5 11.5 0.6 0.6 0.6 0.7 0.7 0.8 0.8 0.9 0.9 
!.II 0.4 0.4 0.5 0.6 06 0.7 0.7 !LM 0.9 0.9 1.0 1.0 1.1 1.2 1.1 
us 0.5 0.5 0.6 0.7 o.s 0.8 09 1.0 1.1 1.1 12 IJ lA 1.5 L5 
15 0.6 0.6 0.1 0.8 0.9 1.0 1.1 1.1 13 lA L5 1.6 1.7 1.7 1.8 
1.?5 06 0 7 0.9 1.0 I. I 1.1 1.3 lA L5 1.6 1.7 I.B 1.9 20 2.1 
2.11 07 0.9 1.0 1.1 1.2 IJ 1.5 1.6 1.7 1.8 2.0 2.1 2.2 2.3 2.4 
2.ZS 0.8 1.0 1.1 1.2 1.4 1.5 1.7 1.8 1.9 2.1 2.2 23 2.5 26 2.8 
2.5 0.9 1.1 1.2 14 L5 1.7 1.8 2.0 2.1 23 24 2.6 2.8 2.9 ].1 
2.75 1.0 1.2 IJ 1.7 1.7 1.9 2.0 2.2 24 1.5 2.7 2.9 3.0 3.1 3.4 
3.11 1.1 IJ 1.5 1.7 1.8 2.0 2.2 1.4 2.6 2.8 2.9 3.1 33 3 5 3.7 

Nurseries, g1·eenhouses, shadehouses 1 and ornamental plants 

SprCly application: Mix 0.25 to 3 pounds of CX-9030 per 100 gallons of water and apply as a 
foliar spray ofsufticient volume to wet the entire plant with minimal runoff. Begin preventative 
applications at plant emergence and repeat every 3-28 days as needed (every 3-7 days if disease 
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I 
' ' 

pressure is high or environmental conditions are highly favorable to disease outbreak, 10-28 days 
under low pressure or less conducive conditions). 

Drench application: Mix 0.125 to 2 pounds ofCX-9030 per 100 gallons of water and apply as 
a drench or coarse spray to soil or other growing media in pots, flats, plugs, trays, or planting 
beds. for control or suppression ofsoilbome diseases of seedlings, cuttings, bedding plants, and 
transplants (including vegetables and other transplanted food crops). Make first application at or 
immediately before seeding, sticking, gennination, or transplanting. Repeat applications every 
14-28 days as needed. Transplants can be treated immediately before transplanting into field 
soils to protect against damping-off and other diseases that reduce plant establishment. 

Cut!ing or root dip: Dip basal end of cuttings or bare roots (individually or in bunches) in a 
suspension of l to 2 pounds of CX-9030 per gallon of water. Immerse for 5-10 seconds 
immediately before planting. 

Chemigatian: Mix 0.125 to 2 pounds of CX-9030 per 100 gallons of water and apply via drip. 
handheld. or sprinkler irrigation systems. Refer to "Chemigation Instructions" for more details. 

CROPS/USE SITES DISEASES!PATHOGENS 

lnUe~nr. Clu\Uoor.and shadc-nr Powdery mildews caused by Erisyphe. Podosplwero, Splwerolfteca. Oidium. ond 
oilier en l"cr-grnwn ornamental Grt{ovlnontyces spp.) 
\fees and sltrubs. llowcring plan is. Anthracnose (Co!feiOII"ichum spp.) 
lhli•1ge plnnls. 1ropical plun\s. Bacterial leaf spots caused by Ent•iuht. Pseudomorms, <md x,wlhonwttas spp. 
puttcU plnnts. potted or Cli\ Dantping-ttll'discasc (fUti:::oc/mtio. l'yl/ti/1111, F11snrium Spp.} 
n,lii"Cr~. betltling phlnts. l"ores\ry Late bllgltt. blackeye. and ront rt\1~ cuused by Phylopflllnu·o spp. 
seedling>. coniiCr prlldllclion l"or Gray mold und bl!gltl caused by Balt:vlis t.:inereo 
rcl\m:slation. l"ruit lrecs. Bh1ck ruot rot (Aspergilfus spp.) 
l'~g.~lable~ und (t\hcr crops grown Black spol or roses (Diplocut-pmtt·osne) 
in g.rccni/OIISCS or nurseries. Downy milde11' (Peronosporn spp.) 

Leaf spols caused by .-Jf!ernorio, Se{Jiorkt. Cercrt.l"pom. Enlmuosporiwn, 
Nelntiulho~-porillrll. and Myrolltecilrlll spp.) 

Rusl (Pucclnin spp.) 
Scab (l'en/uria spp,) 
Root rol. boll om rot. or stem rol caused by Rlti:::oc/nnln sotnnl 
Scferol{nin blight 
Fusnrium wills 

Turfgrass application: For control of foliar diseases, apply CX-9030 at 0.5 to 1 ounce per 
1,000 square feet as a ground-directed spray in sufficient water to provide thorough coverage. 
To control root and crown diseases in or on the soil, immediately follow the spray with sufficient 
over hd 'kl [ [ th dtttl [ ea spnn er 1rnga \On o move e pro uc lnO 1e roo zone. 

USE SITES/CROPS DiSEASES!PATHOGENS 
-·· 

T11rf. ~nU. hnrn~. gnll"coursc Anthracnose (C'ol{e!Oirh·{wlll grrmtiuicaht) 
(l"uirll"a_I'S.l"llttglts. greens. tc~s). Bro11·n palch (flfti:::oclonio .t·olani) 
gw~s ~ceU productinu Dollar spnl ( l.un::io and Voel{emdi.tclls spp .. lbrmcrly Scferollnio homeocarpa ) 

l1wl11din(! but nu!limitcU t\\: Powdery tnildew ( £rt.1}-plte growinis) 
Rust (Pucdultt spp.) Bl11cgr<tss. lknlgra~s. 

l'krmudogntss (cnmmon & Gray lc,ll"spot (Pyricufarirt grixea) 

h~·brid). Dkhoudra. F~scu~. ··Damping 0 [f" Or Sl)Cdling blightS C\\IIS~d by P_vl/tillm 

Orclmrdgrass. l'oa ammo. S!. 
Aug11slinc- grass. Ryc-g.mss. 
Zrt_l'x/a. mixtures. and olhcr 
grasses or omamwlallurl" 
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STORAGE AND DISPOSAL 

Do not contaminate water, food, or feed by storage and disposal. 

Peslicide Storage: Store in a dry area inaccessible to children. Store in original containers only. Keep 
container closed when not in use. 

Pesricide Disposal: Wastes resulting from the use of this product may be disposed of onsite or at an 
approved waste disposal facility. 

Con!ainer Handling: Nonrefillable container. Do not reuse or refill this container. Completely empty 
bag into application equipment. Then offer for recycling if available or dispose of empty bag in a 
sanitary landfill, or by incineration, or if allowed by state and local authorities, by burning. If burned, 
stay out of smoke. 
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CHEMIGATION INSTRUCTIONS 

Gcrtcral information: 

Apply this product only through drip (trickle) irrigation (including micro-irrigation through 
spaghetti tubes or individual tubes) or sprinkler irrigation (including impact or microsprinklers, 
overhead boom, solid set, lateral move, end tow, side-roll, center pivot, or hand move, including 
mist-type systems); or with hand-held calibrated irrigation equipment (such as a hand-held wand 
with injector). Do not apply this product through any other type of irrigation system. 

Crop injury or lack of effectiveness can result from non-uniform distribution of treated water. 

If you have questions about calibration, contact State Extension Service specialists, equipment 
manufacturers or other experts. 

Do not connect an irrigation system (including greenhouse systems} used for pesticide 
application to a public water system unless the pesticide label-prescribed safety devices for 
public water systems are in place. 

A person knowledgeable of the chemigation system and responsible for its operation, or under 
the supervision of the responsible person, shall shut the system down and make necessary 
adjustments should the need arise. 

Public water system means a system forthe provision to the public of piped water for human 
consumption if such system has at least 15 service connections or regularly serves an aver.age or 
at least 25 individuals daily at least 60 days out of the year. 

Chemigation systems connected to public water systems must contain a functional, reduced
pressure zone, backflow preventer (RPZ) or the functional equivalent in the water supply line 
upstream fi·om the point of pesticide introduction. As an option to the RPZ, the water from the 
public water system should be discharged into a reservoir tank prior to pesticide introduction. 
There shall be a complete physical break (air gap) between the outlet end of the fill pipe and the 
top or overflow rim of the reservoir tank of at least twice the inside diameter of the fill pipe. 

The pesticide injection pipeline must contain a functional, automatic, quick-closing check 
valve to prevent the flow oftluid back toward the injection. 

The pesticide injection pipeline must contain a functional, normally closed, solenoid-operated 
valve located on the intake side of the injection pump and connected to the system interlock to 
prevent fluid from being withdrawn from the supply tank when the irrigation system is either 
automatically or manually shut down. 

The system must contain functional interlocking controls to automatically shut off the 
pesticide injection pump when the water pump motor stops, or in cases where there is no water 
pump, when the water pressure decreases to the point where pesticide distribution is adversely 
affected. 

Page 11 of 13 
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Systems must use a metering pump, such as a positive displacement injection pump (e.g., 
diaphragm pump) effectively designed and constructed of materials that are compatible with 
pesticides and capable of being fitted with a system interlock. 

Do not apply when wind speed favors drift beyond the area intended for treatment. 

Remove scale, pesticide residues, and other foreign matter from the chemical supply tank and 
injector system and flush with clean water before use. Failure to provide a clean tank, free of 
scale or residues may reduce effectiveness of this product. 

Drip (trickle) and micro-irrigation chcmigation 

1. The system must contain a functional check valve, vacuum relief valve and low pressure 
drain appropliatcly located on the irrigation pipeline to prevent water source contamination 
li·om backflow. 

2. The pesticide injection pipeline must contain a functional, automatic, quick-closing check 
valve to prevent the flow of fluid back toward the injection pump. 

3. The pesticide injection pipeline must also contain a functional, normally closed, solenoid
operated valve located on the intake side of the injection pump and connected to the system 
interlock to prevent fluid from being withdraWn from the supply tank when the irrigation 
system is either automatically or manually shut down. 

4. The system must contain functional interlocking controls to automatically shut off the 
pesticide injection pump when the water pump motor stops. 

5. The iJTigation line or water pump must include a functional pressure switch which will stop 
the water pump motor when the water pressure decreases to the point where pesticide 
distribution is adversely affected. 

6. Systems must use a metering pump such as a positive displacement injection pump (i.e., 
diaphragm pump) effectively designed and constructed of materials that are compatible with 
pesticides and capable of being fitted with a system interlock. 

7. Dilute the product in water following the label mixing directions. It may be premixed in a 
supply tank with water, fe11ilizer, or other appropriate tank-mixed agricultural chemicals. 
Agitation is necessary. Apply to moderately moist soils. Use volumes that thoroughly wet 
the soil but that do not cause significant runoff or excessive drip from pots. Application 
should be continuous in sufficient water to apply the recommended rate evenly to the entire 
treated area. 

Sprinkler chcmigation: 

I. The system must contain a functional check valve, vacuum relief valve, and low pressure 
drain appropriately located on the inigation pipeline to prevent water source contamination 
lfom backllow. 

2. The pesticide injection pipeline must contain a functional, automatic, quick-closing check 
valve to prevent the flow of fluid back toward the injection pump. 

3. The pesticide injection pipeline must also contain a functional, normally closed. solenoid
operated valve located on the intake side of the injection pump and connected to the system 
interlock to prevent fluid from being withdrawn from the Slipply tank when the inigation 
system is either automatically or manually shut down. 

Page 12 of 13 
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4. The system must contain functional interlocking controls to automatically shut off the 
pesticide injection pump when the water pump motor stops. 

5. The irrigation line or water pump must include a functional pressure switch which will stop 
the water pump motor when the water pressure decreases to the point where pesticide 
distribution is adversely affected. 

6. Systems must use a metering pump, such as a positive displacement injection pump (i.e., 
diaphragm pump) effectively designed and constructed of materials that are compatible with 
pesticides and capable of being fitted with a system interlock. 

7. Dilute the product in water following the label mixing directions. It may be premixed in a 
supply tank with water, fertilizer or other appropriate tank-mixed agricultural chemicals. 
Agitation is necessary. Apply to moderately moist soils. Usc volumes that thoroughly wet 
the soil but that do not cause significant runoff or excessive drip from pots. Application 
should be continuous in sufficient water to apply the recommended rate evenly to the entire 
treated area. 

8. Do not apply when wind speed favors drift beyond the area intended for treatment. 

WARRANTY 

Ccrtis USA. L.L.C. warrants that the material contained herein conforms to the description on 
the label and is reasonably fit for the purpose referred to in the directions for use. Timing and 
method or application, weather, watering practices, nature of soil, the disease problem, condition 
of the crop. incompatibility with other influencing factors in the use of this product are beyond 
the control of the seller. To the extent consistent with applicable law, buyer assumes all risks of 
use, storage, or handling of this material not in strict accordance with directions given herein. 
NO OTHER EXPRESS OR IMPLIED WARRANTY OF THE FITNESS OR 
MERCHANTABILITY IS MADE. 

Page 13 of 13 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
Washington, D.C. 20460 

OFFICE OF 
PREVENTION, PESTICIDES 
AND TOXIC SUBSTANCES 

MEMORANDUM 

SUBJECT: 

FROM: 

TO: 

I. ISSUE 

Consideration of Section 3(c )(5) Unconditional Registrations for Bacillus 
amyloliquefaciens strain D747 

~ci;h~-;:;~;fu~-;;~~~:e~~~~~~DU~j;:---------------------------------
Biopesticides and Pollution Prevention Division 

Steven Bradbury, Director 
Office of Pesticide Programs 

Should the Agency, under Section 3(c)(5) of the Federal Insecticide, Fungicide, and 
RodenticideAct (FIFRA), grant an unconditional registration for the microbial pesticide Bacillus 
amyloiiqu~faciens strain D747 (EPA File Symbols 70051-RNI, and-RNT) (PC Codes OI6482), 
which are proposed for use to control fungi and bacteria in outdoor agricultural crops, 
greenhouses, nurseries, shadehouses, ornamentals, and turfgrass. Depending on the use, the end~ 
use product may be applied with tractor mounted boom, airblast, hose-end, backpack and other 
pressurized sprayers; foggers or mist blowers; water wheel and other drench applicators; soil 
injection; aerial; and chemigation with drip or sprinkler inigation and cutting or root dip. 

II, APPLICANT INFORMATION 

On July 26,2010, Certis USA, LLC (address: 9I45 Guilford Road, Suite 175, Columbia, MD, 
21046), submitted applications to register two end-use pesticide products, CX-9032 and CX~ 
9030, under FIFRA section 3(c)(5). EPA announced receipt of these applications to register 
pesticide products containing a new active ingredient on February 2, 20 II (76 Federal Register 
CFR) 5805), and opened a 30-day public comment period, pursuant to the provisions ofFIFRA 
section 3(c)(4). No comments were received following this publication. 

Concurrent with its registration applications, and under the Federal Food, Drug, and Cosmetic 
Act (FFDCA) section 408(d), Certis USA, LLC, submitted a petition to establish an exemption 
from the requirement of a tolerance for Bacillus subtilis variant amyloliquefaciens strain D747 
(Pesticide Petition (PP) OF7760). In the Federal Register of February 4, 20I I (76 FR 6465), EPA 
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announced that Certis USA, LLC proposed to establish an exemption from the requirement of a 
tolerance for residues of the insecticide, Bacillus subtilis variant amyloliquefaciens strain D747, 
in or on all food commodities, and opened a 30-day comment period. No comments were 
received following this publication. The correct taxonomic designation of the microorganism is 
Bacillus amyloliquefaciens strain D747; therefore, the tolerance exemption, when established, 
will reflect the correct name of the active ingredient. 

The public has had an opportunity to comment on these proposed registrations announced on 
November 14,2011 on the EPA websites at http://www.epa.gov/pesticidcs/chemicaVpesticide
regis Irati ons/baci llus-m nv lo I i q ucfaci ens-strain.l1trn 1 and 
http:/ /v.,ww .epa.gov/pesticides/reeulating/registration-status.htrn l#b. No comments were 
received to date during this 30 day comment period. 

III. BACKGROUND AND CONCLUSIONS 

Health Effects and Exemptionfj'om the Requirement ofa Tolerance 

Bacillus amyloliquefaciens strain D74 7 was previously identified as Bacillus subtilis variant 
amyloliquefaciens strain D747 in the submitted application and the petition submitted to exempt 
the bacterium from the requirement of a tolerance when used as a microbial pesticide in or on all 
food commodities. Bacillus subtilis and Bacillus amyloliquefaciens were considered subtypes 
or variants of the same species. Now, however, Bacillus arnyloliquefaciens is taxonomically 
designated as a separate species. 

The Biopesticides and Pollution Prevention Division (BPPD) has reviewed the submitted data 
and other information regarding the numerous proposed uses of B. amyloliquefaciens strain 
D747. Adequate product analysis, mammalian and other information were submitted to support 
the registrations of pesticide products containing the microbial active ingredient, B. 
amyloliquefaciens strain D747. All toxicology data requirements for B. amyloliquefaciens strain 
D747 have been satisfied. BPPD has concluded that the database is adequate to support the 
registration of the two end-use pesticide products, CX-9030 (EPA File Symbol 70051- RNT) and 
CX-9032 (EPA File Symbol 70051- RNI). Tier II and Tier III studies were not required for B. 
amy!oliquefaciens strain D74 7, based upon the lack of acute toxicity/pathogenicity in the Tier I 
studies. 

The acute oral, injection and pulmonary toxicity/pathogenicity studies show that Bacillus 
amyloliquefaciens strain D74 7 is not toxic, infective, or pathogenic to mammals at the doses 
tested. No acute, subchronic, chronic, immune, endocrine, or nondietary exposure issues were 
identified to indicate that the fungicidal use of these active ingredients would be expected to 
harm infants, children, and the general U.S. population. 

Bacillus species, including Bacillus amyloliquefaciens, are commonly fotmd in agricultural 
settings and occur naturally on fresh produce with no known adverse effects. The Manual of 
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Clinical Microbiology (9111 edition) mentions that dried food, such as spices, milk powder, and 
grains, often contains large amounts of Bacillus spores. Bacillus amyloliquefaciens is not known 
to produce mammalian toxins, and no foodbome illnesses associated with Bacillus 
amyloliquefaciens have been reported. 

Bacillus amyloliquefaciens is naturally present in soils (Logan and de Vos 2009); therefore, 
Bacillus amyloliquefaciens may occur in surface water and possibly groundwater. According to 
the World Health Organization, Bacillus species are often detected in drinking water even after 
going through acceptable water treatment processes, largely because the spores are resistant to 
these disinfection processes (World Health Organization, 2011 ). Should this microbial pesticide 
be present, no adverse effects are expected from exposure to Bacillus amyloliquefaciens through 
drinking water, based on the results of submitted toxicity studies. 

The use sites for these Bacillus amyloliquefaciens strain D747 products include residential 
gardens, as well as agricultural sites 

Based upon the low oral toxicity demonstrated in the submitted studies, the intended uses of this 
microbial fungicide do not pose a dietary risk to the U.S. population in general, including infants 
and children. Therefore, a final rule establishing exemptions from the requirement of a tolerance 
for Bacillus amyloliquefaciens strain D747 in 40 CFR 180, in accordance with Section 408 of 
the Federal Food, Drug, and Cosmetics Act (FFDCA), have been prepared for your signature. 
These final rules have been reviewed by the Agency's Office of General Counsel, and their 
concurrence (e-mail from Benjamin Wakefield dated 12/08/11 to Susanne Cerrelli) is attached. 

Health Ejjects Assessment of Bacillus amyloliquefaciens strain D747 

As detailed in the accompanying Biopesticides Registration Action Document (BRAD), Acute 
oral, pulmonary and intravenous injection toxicity studies performed on rats demonstrate 
Bacillus amyloliquefaciens strain D747 is not toxic, infective, or pathogenic to rats when orally 
dosed with 1.0x108 CFU I animal; or when dosed intratracheally or intravenously with 1.0 x107 

CFU/ animal. 

Environmental Assessment 

The Agency has performed an ecological risk assessment based on the data, literature citations, 
and data waiver rationale provided by the registrant for Bacillus amyloliquefaciens strain D747. 
B. amyloliquefaciens strain D747 is proposed for control of fungal and bacterial pests in a variety 
of agricultural, greenhouse, and homeowner food and nonfood uses. B. amyloliquefaciens is a 
soil bacterium that is widely distributed. It has been isolated from internal tissues of healthy 
plants, and is recognized as a plant growth promoting symbiont (Logan and de Vos 2009). 

As discussed in detail in the accompanying BRAD, no toxic endpoints have been identified for 
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non-target mammals, birds, insects, aquatic organisms, or plants. Therefore, no adverse effects 
to non-target species exposed to B. amyloliquefaciens strain D74 7 from their intended use as a 
microbial fungicide, when used in accordance with the label directions. The proposed uses of B. 
amyloliquefaciens strain D74 7 are not expected to pose risk of unreasonable adverse effects to 
nontarget organisms. A "No Effect" determination is made for direct effects to federally listed 
threatened and endangered species. 

The data, literature citations and other information, including data waivers, submitted by the 
applicant and reviewed by BPPD support the application to register two end-use pesticide 
products, CX-9030 (EPA File Symbol 70051-RNT) and CX-9032 (EPA File Symbol 70051-
RNI), when applied and/or used as directed on the label and in acc.ordance with good agricultural 
practices. 

IV. OFFICE DIRECTOR CONCURRENCE 

Based on the discussion above and the data summarized in the attached BRADs, the 
Biopesticides and Pollution Prevention Division recommends unconditional registration for the 
microbial pesticide, Bacillus amyloliqu~fGciens strain D747 as a new active ingredient for use 
on outdoor and greenhouse agricultural food, ornamental crops, residential gardens, and turf and 
as a fungicide. 

Concunence: ~~ 
Non-Concurrence: _________ _ 
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November 21. 20 II 

Ms. Susanne Ccrrclli 
Regulatory Action Leader 
Microbial Pesticides Branch 

CEF~TIS 
h 

Biopcsticidcs and Pollution Prevention Division 
Office of Pesticide Programs 
US Environmental Protection Agency 

Rc: Ccrtis USA/EPA File Symbol: 70051-RNIICX-9030 
i\ltcrnatc Confidential Statement of Formula 

DL?ar \1s. Ccrrclli: 

Csrtis us;,. LLC. 
91 C:5 Gt.:!iforci Read 
Suite 175 
Co!urd~ia. r·.\0 21046 

(301)604-7340 

FAX i301,i 604·7015 
'ihV'!i. cert:susa. corn 

As discussed in our tclcconfcrcnce, attached is an alternate Confidential Statement or Formula 
(CSF) tha1 Ccrtis would like to include in thl' pesticide application rc!Crcnccd. This alternate 
CSJ.' is substantially similar to the primary fOrmulation, \Vith the exception of the direct 
s11bstitution of one inert ingredient. This inert ingredient is on EPA List 4, and has been 
rcvic\vcd and accepted by the Agency in other products that arc manu!aetured by Certis (Bt 
formulations, specirically Agree WG). The percent active ingredient in the formulation has not 
been changed, nor lws any other inert ingredien1 identity. 

Please do nn1 hesitate to contact me if you have any questions about this request. I can be 
rcm::hcd by telephone at 301-483-3806 or by email at cdiv~lv0lccrtisusa.eom. 

Sincerely. 

~¢{-~_ 
Chris1ine A. Dively 
l)ircctor of Regulatory Aff'airs 
Ccrtis USA 

cm:losurc 
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Posting an FDMS Docket without a Federal Register Notice 

MEMORANDUM 

SUBJECT: Posting EPA-HQ-OPP-2011 853 to Regulations.gov for Public Access 

FROM: Keith A. Ma · •"'·" (II. <-----,; 

TO: 

Director, Biopesticides and Pollution Prevention Division 
Office of Pesticide Programs 

Office of Pesticide Programs Docket 

This memorandum authorizes the posting ofEPA-HQ-OPP-20 11-0853 to Regulations.gov for 
public access. The new active ingredient, Bacillus amyloliquefaciens strain D747, is being 
proposed by Certis U.S.A., L.L.C. for registration as a first food-use and first outdoor-use 
pesticide. In this docket, the Agency is proposing a regulatory decision that will allow for the use 
of Bacillus amyloliquefaciens strain D747 in and on all food commodities. 

The following documents will be available for a 30-day public comment from 
November 14,2011 to December 14,2011. 

A. The proposed Biopesticides Registration Action Document for the registered active 
ingredient, Bacillus amyloliquefaciens strain D74 7. 

B. The Environmental risk assessment for Bacillus amyloliquefaciens strain D747 
C. A copy of the proposed label for the end-use product, CX- 9030. 
D. A copy of the proposed label for the end-use product, CX- 9032. 

Submit your comments, identified by Docket ID No. EPA-HQ-OPP-20 11-0853, by one of the 
following methods: I. 

• \V\Vw.regulations.gov: Follow the on-line instructions for submitting comments. 
• Mail: EPA-HQ-OPP-2010-0097, Enviromnental Protection Agency, Mailcode 

28221T, 1200 Pennsylvania Ave, NW, Washington, DC 20460. 
• Hand Delivery: Office ofPesticide Programs, One Potomac Yard, 2777 S. 

Crystal Drive, Arlington, VA 22202 (Mail Code: 7502P). Such deliveries are 
only accepted during the Docket's normal hours of operation, and special 
arrangements should be made for deliveries of boxed information. 

EPA's policy is that all comments received will be included in the public docket without change 
and may be made available online at http://www.regulations.gov, including any personal 
information provided, unless the comment includes information claimed to be Confidential 
Business Information (CBI) or other information whose disclosure is restricted by statute. Do not 
submit information that you consider to be CBI or otherwise protected through 
http://www.regulations.2:ov or e-mail. The http://wwv,.·.regulations.gov Web site is an 
''anonymo}ls access'' system, which means EPA will not know your identity or contact 
information unless you provide it in the body of your comment. If you send an e-mail comment 
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directly to EPA without going through http://Vv'W\v.ret,rulations.gov. your e-mail address will be 
automatically captured and included as part of the comment that is placed in the public docket 
and made available on the Internet. If you submit an electronic comment, EPA recommends that 
you include your name and other contact information in the body of your c_omment and with any 
disk or CD-ROM you submit. If EPA cannot read your comment due to technical difficulties and 
cannot contact you for clarification, EPA may not be able to consider your comment. Electronic 
files shoUld avoid the use of special characters, avoid any form of encryption, and be free of any 
defects or viruses. For additional information about EPA's public docket, visit the EPA Docket 
Center homepage at http://www.epa.gov/epahome/dockets.htm 

Should you have any questions regarding this memorandum, please contact Susanne Cerrelli at 
(703) 308-8077, or via email at cerrelli.susanne@epa.gov. 
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Bacillus mnyloliquefaciens strail! .....- t47 
Biopeslicides Registration Aclion Document 

I. EXECUTIVE SUMMARY 

Page 4 of30 

Certis USA, LLC, ("Certis" or "applicant) has proposed to register Bacillus amyloliquefaciens 
strain D747 as the active ingredient in two end-use pesticide products, CX-9030 (EPA File 
Symbol 70051-RNI) and CX-9032 (EPA File Symbol7005l-RNT). The products are intended 
for use to control fungi and bacteria in outdoor agricultural crops, greenhouses, nurseries, 
shadehouses, ornamentals, and turfgrass. B. amyloliquefaciens strain D747 was initially 
identified by Certis as "Bacillus sub!ilis variant amyloliquefaciens strain D747," since B. subtilis 
and B. amyloliquefaciens were originally classified as subtypes or variants of the same species. 
B. amyloliquefaciens is now considered a separate species, and the correct taxonomic designation 
is used in this Biopesticides Registration Action Document ("BRAD") (Priest et. al., 1987; 
Logan and de Vas, 2009; and Murray et. al, 2007). · 

EPA scientists reviewed product analysis, manunalian and nontarget organism toxicity data, and 
other information submitted by Certis to support the proposed product registrations. The product 
analysis data requirements for B. amyloliquefaciens strain D747, including product chemistry 
and composition, analysis of samples, and physical and chemical characteristics, were fulfilled 
by acceptable studies conducted in accordance with Agency guidelines. Mammalian toxicity data 
(acute oral, injection, and pulmonary toxicity/pathogenicity) and information from peer-reviewed 
scientific literature demonstrated that B. amyloliquefaciens strain D747 is not toxic, infective or 
pathogenic in laboratory rats. Acceptable nontarget organism data also demonstrated that B. 
amyloliquefaciens strain D747 is not t(!Xic to estuarine and marine fish and invertebrates, 
nontarget insects (including honey bees), and nontarget plants. 

We have assessed human health and environmental risks from the proposed uses of B. 
amyloliquefaciens strain D747, and determined that the pesticide would not cause unreasonable 
adverse effects to nontarget organisms when used in accordance with the directions on the 
proposed labels, and in accordance with good agricultural practices. Additional manunalian and 
nontarget organism toxicity data are not required for the proposed uses and application methods. 

Bacillus species, including B. amyloliquefaciens, are commonly found in soils, including 
agricultural settings, and are naturally present on fresh produce. The Manual of Clinical 
Microbiology (9th Edition) states that dried foods, such as spices, milk powder and grains, often 
contain large amounts of Bacillus spores. B. amyloliquefaciens is not known to produce any 
mammalian toxins, and no food-borne disease outbreaks associated with B. amyloliquefaciens 
have been reported. Given that the microorganism occurs naturally in soils, exposure to B. 
amyloliquefaciens from surface and groundwater may occur. No adverse effects have been 
reported, and none are expected from exposure to B. amyloliquefaciens through drinking water. 

Despite the low toxicological profile of B. amyloliquefaciens strain D747, personal protective 
equipment (PPE) is required for pesticide handlers that are frequently exposed to the active 
ingredient for prolonged periods. Handlers will be directed to wear a long-sleeved shirt, long 
pants, socks, shoes, waterproof gloves, and a dusUmist filtering respirator meeting National 
Institute for Occupational Safety and Health (NIOSH) standards of at least N-95, R-95, or P-95. 
EPA may require additional PPE, other than the standard described above, if additional pesticide 
uses resulting in increased exposures are proposed in the future. 

EPA has concluded that, based upon the results of the toxicity tests and lack of adverse incidents, 
there is a reasonable certainty that no harm will result to the United States population, including 
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infants and children, from dietary (including drinking water) and aggregate exposure to residues 
of B. amyloliquefaciens strain D747 from the proposed pesticide uses. The proposed products 
meet the standards for registration under Section 3(c)(5) of the Federal Insecticide, Fungicide, 
and Rodenticide Act (FIFRA). 

On October 1, 2009, EPA announced a new policy to provide a more meaningful opportunity for 
the public to participa:te in major registration decisions before they occur. According to this 
policy, EPA intends to provide a public conunent period prior to making a registration decision 
for, at minimum, the following types of applications: new active ingredients; frrst food uses; frrst 
outdoor uses; first residential uses; or any other registration actions for which EPA believes there 
may be significant public interest. 

Consistent with the policy of making registration actions more transparent, the proposed 
pesticide products containing B. amyloliquefaciens strain D747, a new active ingredient, are 
subject to a 30-day comment period. In addition to containing a new active ingredient, the 
registration of these products would result in the frrst outdoor use, first residential use and frrst 
food use for B. amyloliquefaciens strain D747. The docket identification number, associated with 
these registration actions and accessed through either http://v.ww.regulations.gov/ or 
http:/ /wv,w .epa. gov/pesticides/regulating/rcgistration-status.html, is EP A-HQ-OPP-2011-0853. 
The following documents are available for comment in EPA-HQ-OPP-2011-0853: (1) draft B. 
amyloliquefaciens strain D747 Biopesticides Registration Action Document (BRAD); (2) 
environmental risk assessment for B. amyloliquefaciens strain D747; (3) draft product label for 
the end-use product, CX-9030 (EPA File Symbol 70051-RNI) ; and ( 4) draft product label for 
the end-use product, CX-9032 (EPA File Symbol 70051-RNT ). While a final decision on 
registration is contingent upon review and consideration of public comments, EPA presently 
believes that, based upon the risk assessment and information submitted in support of the CX-
9030 and CX-9032 EPs, it is in the best interest of the public and the environment to issue these 
registrations. The basis for this preliminary decision can be found in the risk assessment for B. 
amyloliquefaciens strain D747, which is presented in this document. 

II. ACTIVE INGREDIENT OVERVIEW 

Biological Name: 

Culture Deposit: 

OPP Chemical Code: 

Type of Pesticide: 

Bacillus amyloliquefaciens strain D747 

Agricultural Research Service Culture Collection (also 
known as the Northern Regional Research Laboratory 
{NRRL) Collection) in Peoria, Illinois, under Accession 
Number NRRL B-50405. 

016482 

Microbial Pesticide- Insecticide 

See Appendix B for specific information (e.g., 
use sites, application rates, methods of application, 
formulation types, and target pests) regarding 
the registered pesticide products containing this 
active ingredient. 
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Certis USA, LLC (address: 9145 Guilford Road, Suite 175, Columbia, MD, 21046), submitted 
applications to register two end-use pesticide product, CX-9032 and CX-9030, under FIFRA 
section 3(c)(5) on July 26, 2010. EPA announced receipt of these applications to register 
pesticide products containing a new active ingredient on February 2, 2011 (76 Federal Rer.!ister 
(FR) 5805), and opened a 30-day public comment period, pursuant to the provisions ofFIFRA 
section 3(c)(4). No comments were received following this publication. 

B. Food Tolerance Exemption 

Concurrent with its registration applications, and under the Federal Food, Drug, and Cosmetic 
Act (FFDCA) section 408( d), Certis USA, LLC, submitted a petition to establish an exemption 
from the requirement of a tolerance for Bacillus subtilis variant amyloliquefaciens strain D747 
(Pesticide Petition (PP) OF7760). In the Federal Register of February 4, 2011 (76 FR 6465), EPA 
announced that Certis USA, LLC, proposed to establish an exemption from the requirement of a 
tolerance for residues of the insecticide, Bacillus subtilis variant amyloliquefaciens·strain D747, 
in or on all food commodities, and opened a 30-day comment period. No comments were 
received following this publication. The correct taxonomic designation of the microorganism is 
Bacillus amyloliquefaciens strain D747; therefore, the tolerance exemption, when established, 
will reflect the correct name of the active ingredient. 

IV. RISK ASSESSMENT 

In the Federal Register of October 26,2007, EPA issued a Final Rule establishing changes to the 
data requirements that support the registration of microbial pesticides. The rule also updated the 
definition for microbial pesticides (72 FR 61 002), and became effective on December 26, 2007. 
The data and information evaluated for this BRAD were considered in accordance with these 
requirements. 

The classifications or ratings that are given for each data requirement in this BRAD were 
assigned by the EPA scientists who reviewed the data, and convey the usefulness of the 
information for the human health and nontarget risk assessment purposes. "Acceptable" indicates 
that a study is scientifically sound and is useful for risk assessment. A "supplemental" 
classification indicates the studies provided some information that can be useful for risk 
assessment. "Supplemental" ratings are given to studies that are not required for registration, as 
well as those that are required. In the latter case, the study lacks information that should have 
been obtained if it was conducted according to the guideline associated with the data 
requirement. Sometimes the missing information would not add anything necessary to inform a 
risk assessment, and the study classification remains "supplemental." A classification of 
"supplemental:upgradable" indicates the study lacks necessary information, but if it is made 
available by the applicant, the study may be upgraded to "acceptable." An "unacceptable" rating 
indicates that new data must be submitted. 
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Toxicity categories are assigned to acute toxicity studies, based upon any signs of toxicity 
(hazards) observed in the test animals during the course of the study, whether the study was 
conducted in accordance with test guidelines or comes from other sources, such as peer
reviewed, scientific literature. The active ingredient or particular product is classified into 
Toxicity Category 1, II, III, or IV, where Toxicity Category 1 indicates the highest toxicity, and 
Toxicity Category IV indicates the lowest toxicity (see 40 CFR § 156.62). 

A. Product Analysis Assessment (40 CFR § 158.2120) 

All product analysis data requirements for B. amyloliquefaciens strain D747 have been fulfilled 
for the proposed product registrations. Refer to Tables I, 2, 3, and 4 in Appendix A for a brief 
summary of the data requirements, including both generic and product-specific information. 

B. Human Health Assessment (:10 CFR § 158.2140) 

1. Toxicity 

All Tier I mammalian toxicity data requirements for B. amyloliquefaciens strain D747 have been 
fulfilled for the proposed product registrations. Refer to Tables 5, 6 and 7. Based on the lack of 
acute toxicity/pathogenicity, Tier II and Tier III studies were not required. 

For a comprehensive summary of the generic and product-specific toxicity data requirements 
described below, refer to Tables 5, 6 and 7 in Appendix A. 

a. Acute Toxicity/Pathogenicity- Tier I 

Acute Oral Toxicity/Pathogenicity (Office of Chemical Safety and Pollution Prevention (OCSPP) 
Guideline 885.3050; Master Record Identification Number CMRID No. 481657-04): 
B. amyloUquefaciens strain D747 was administered once orally to 14 rats of both sexes (5-weeks 
old) at a single dosage of 108 colony-fanning units (CFU) per animals. No deaths occurred, and 
no abnormalities (clinical signs, body weight) were observed, during the study or at necropsy. 
The test microbe was detected at 103 -105 CFU/g in feces I day after administration of the test 
material, but was not detected on day 14. The examination for internal persistence did not detect 
the test microbe in any organs or tissues, such as the kidney, brain, liver, lung, spleen, stomach, 
small intestine (duodenum), large intestine (cecum), mesenteric lymph nodes, or blood, 
throughout the experimental petiod. Fecal clearance occurred by day 14, and no viable 
organisms were recovered from blood or other organs or tissues. The results of this acceptable 
study demonstrated that B. amylolique[~ciens strain D747 was not infective, pathogenic, or toxic 
to rats when orally dosed with l.Ox10 CFU I animal. 

Acute Pulmonary Toxicity/Pathogenicity (OCSP P Guideline 885.3150; MRID No.481657-06): 
B. amyloliquefaciens strain D747 was administered once intratracheally to 20 male and female 
Sprague-Dawley rats (5-week old) at a dosage of 107 CFU per animal. No deaths occurred, and 
no abnormalities (clinical signs, body weight) were observed during the study or at necropsy. 
The examination for internal persistence showed that the test microbe was detected shortly after 
administration in the lung, trachea, and nasal cavity. The test microbes were not detected in the 
nasal cavity on day 7, and almost completely cleared from the trachea by day 60, when the study 
ended. The presence of the test microbes decreased in the lungs by approximately 102-103 CFU/g 
from day 0 to day 60. The test microbes were detected in the bronchial lymph nodes on day 3. 
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Since many test microbes remained in the trachea on day 3, their presence in the bronchial lymph 
nodes on day 3 was attributed to transfer by macrophages from the respiratory tract to the lymph 
nodes. This conclusion was supported by the observation that a particle larger than 1 )lm in 
diameter administered into the trachea and bronchi was phagocytized by a macrophage and 
carried to a lymph node. The presence of the microbes in the lungs, though decreasing 
throughout the observation period, was attributed to the continuous transfer of viable test 
organisms to the bronchial lymph nodes. This result is not unusual for spore-forming bacteria, 
since bacterial spores are extremely tolerant of adverse conditions, and take a longer time for the 
immune system to clear than bacteria that do not form spores. Since a pattern of clearance was 
demonstrated, the remaining viable cells were considered to be spores, which take longer for a 
healthy immune system to clear. This acceptable study demonstrated that B. amylolir-,uefaciens 
strain D747 was not toxic or pathogenic to rats when dosed intratracheally at 1.0 x l 0 CFU/ 
animal. 

Acute Injection Toxicitv/Pathogenicitv flntravenous)- Rat (OCSPP Guideline 885.3200; MR1D 
No. 481 657-05): In an acute intravenous injection toxicity and pathogenicity study, groups of 17 
male and female Sprague-Dawley rats (5-weeks old) were injected with B. amyloliquefaciens 
strain D747 at a dosage of 107 CFU per animal, and the influence on the animals was 
investigated. No deaths occurred, and there were no observed abnormalities (clinical signs, body 
weight) during the study or at necropsy. The examination for internal persistence of the test 
microbe showed that the test microbes were mainly detected in the kidney, liver, spleen, and 
blood shortly after administration. The test microbe decreased after that and was not detected in 
the blood from dayl4; clearance from the kidney occurred by day 60. McClintock et al. 
previously reported that when B. thuringiensis and B. subtilis, which are both spore-forming 
bacteria, were administered intravenously to rats, clearance from the liver and spleen is difficult. 
In this study, the test microbe did not completely disappear from these organs by day 60. No test 
microbes were detected in the brain, and only a few viable microbes at the limit level were 
sporadically detected in the small and large intestines, and lymph nodes, but were cleared by day 
60. This acceptable study demonstrated that B. amyloliquefaciens strain D747 was not toxic, 
infective, or pathogenic to rats when injected intravenously with 1.0 xl07 CFU/ animaL 

Hvpersensitivitv Incidents (OCSPP Guideline 885.3400: MR1D No. 481655-05): No 
hypersensitivity incidents in humans have been reported, and none occurred during research, 
development, or testing of B. amyloliquefaciens strain D747. Should hypersensitivity or other 
adverse incidents in humans occur in the future, Certis must report them to EPA, in accordance 
with FIFRA section 6(a)(2). 

Cell Culture (OCSPP Guideline 885.3500): This study was not required because B. 
amyloliquefaciens strain D747 is not a virus (refer to test note #4 of 40 CFR § 158.2140(d)). 

b. Acute Toxicity and Subchronic Toxicity/Pathogenicity- Tier II; 
Reproductive Fertility Effects, Carcinogenicity, Immunotoxicity, and 

Infectivity/Pathogenicity Analysis- Tier Ill 

Tier II and Tier III studies were not required for B. amyloliquefaciens strain D747 based on the 
lack of acute toxicity/pathogenicity in the Tier I studies. 
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As required under FFDCA section 408(p ), EPA has developed the Endocrine Disrupter 
Screening Program (EDSP) to determine whether certain substances (including pesticide active 
and other ingredients) may have an effect in humans or wildlife similar to an effect produced by 
a "naturally occurring estrogen, or other such endocrine effects as the Administrator may 
designate." The EDSP employs a two-tiered approach to making the statutorily required 
determinations. Tier I consists of a battery of II screening assays to identify the potential of a 
chemical substance to interact with the estrogen, androgen, or thyroid (E, A, or T) hormonal 
systems. Chemicals that go through Tier I screening and are found to have the potential to 
interact withE, A, or T hormonal systems will proceed to the next stage of the EDSP where EPA 
will determine which, if any, of the Tier 2 tests are necessary based on the available data. Tier 2 
testing is designed to identify any adverse endocrine-related effects caused by the substance, and 
establish a quantitative relationship between the dose and theE, A, or T effect. 

Benveen October 2009 and February 2010, EPA issued test orders/data call-ins for the first 
group of 67 chemicals, which contains 58 pesticide active ingredients and 9 inert ingredients. 
This list of chemicals was selected based on the potential for human exposure through pathways 
such as food and water, residential activity, and certain post-application agricultural scenarios. 
This list should not be construed as a list of known or likely endocrine disrupters. 

B. amyloliquefaciens strain D747 is not among the group of 58 pesticide active ingredients on the 
initial list to be screened under the EDSP. Under FFDCA section 408(p), EPA must screen all 
pesticide chemicals. Accordingly, EPA anticipates issuing future EDSP orders/data call-ins for 
all pesticide active ingredients. 

For further information on the status of the EDSP, the policies and procedures, the list of 67 
chemicals, the test guidelines and the Tier I screening battery, please visit our website: 
hrrp://www.epa.gov/endo!. 

2. Federal Food, Drug, and Cosmetic Act (FFDCA) Considerations 

Section 408(c)(2)(A)(i) ofFFDCA allows EPA to establish an exemption from the requirement 
for a tolerance (the legal limit for a pesticide chemical residue in or on a food) only if EPA 
determines that the exemption is "safe." Section 408(c)(2)(A)(ii) ofFFDCA defines "safe" to 
mean that "there is a reasonable certainty that no hann will result from aggregate exposure to the 
pesticide chemical residue, including all anticipated dietary exposures and all other exposures for 
which there is reliable information." This includes exposure through drinking water and in 
residential settings but does not include occupational exposure. Pursuant to section 408(c)(2)(B) 
ofFFDCA, in establishing or maintaining in effect an exemption from the requirement of a 
tolerance, EPA must take into account the factors set forth in section 408(b )(2)(C) of FFDCA, 
which require EPA to give special consideration to exposure of infants and children to the 
pesticide chemical residue in establishing a tolerance and to «ensure that there is a reasonable 
certainty that no harm will result to infants and children from aggregate exposure to the pesticide 
chemical residue .... " Additionally, section 408(b )(2)(D) of FFDCA requires that EPA consider 
"available information concerning the cumulative effects of [a particular pesticide's J ... residues 
and other substances that have a common mechanism of toxicity." 
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EPA performs a number of analyses to determine the risks from aggregate exposure to pesticide 
residues. First, EPA determines the toxicity of pesticides. Second, EPA examines exposure to the 
pesticide through food, drinking water, and through other exposures that occur as a result of 
pesticide use in residential settings. 

Consistent with section 408(b)(2)(D) ofFFDCA, EPA has reviewed the available scientific data 
and other relevant information, and considered its validity, completeness, and reliability and the 
relationship of this information to human risk. EPA has also considered available information 
concerning the variability of the sensitivities of major identifiable subgroups of consumers, 
including infants and children. All of the data requirements have been fulfilled, as described 
previously, and are presented in Table 5 in~- The following summarizes the results of 
EPA's dietary risk assessment for B. amyloliquefaciens strain D747. 

a. Aggregate Exposure 

In examining aggregate exposure, section 408 ofFFDCA directs EPA to consider 
available information concerning exposures from the pesticide residue in food and all other non
occupational exposures, including drinking water from ground or surface water, and through 
pesticide use in residential and other indoor uses. 

Food Exposure and Risk Characterization: Bacillus species, including B. amyloliquefaciens, are 
commonly found in the soil in agricultural settings, and are present on fresh produce of all kinds 
with no known adverse effects. The Manual of Clinical Microbiology (91

h edition) mentions that 
dried food such as spices, milk powder and grains often contain large amounts of B. spores. B. 
amyloliquefaciens is not known to produce any mammalian toxins, and no foodbome disease 
outbreaks associated with B. amyloliquefaciens have been reported. 

Based on the data and other information submitted to satisfy the data requirements for 
registration of the manufacturing~use and end~use pesticide products containing the active 
ingredient, B. amyloliquefaciens strain D747, no toxicity, infectivity, pathogenicity or other 
adverse effects from dietary exposure to are expected (see section IV(B)(l)(a), above, and Table 
5 in Appendix A). 

Drinking Water Exposure and Risk Characterization: B. amyloliquefaciens is naturally present in 
soils (Logan and de Vos, 2009); therefore, B. amyloliquefaciens may occur in surface and 
possibly groundwater. According to the World Health Organization, Bacillus species are often 
detected in drinking water even after going through acceptable water treatment processes, largely 
because the spores are resistant to these disinfection processes (World Health Organization, 
2011). Should this microbial pesticide be present, no adverse effects are expected from exposure 
to B. amyloliquefaciens through drinking water, based on the data and other information 
submitted to satisfy the data requirements for registration of the manufacturing-use and end~use 
pesticide products containing the active ingredient, B. amyloliquefaciens strain D747 (see section 
IV(B)(l)(a), above, and Table 5 in Appendix A). 

Non-occupational. Residential Risk Characterization: The use sites for these products include 
residential garden sites and agricultural sites. As stated previously, B. amyloliquefaciens is 
naturally present in soil, and based on the data and other information submitted to satisfy the data 
requirements for registration of the manufacturing~use and end-use pesticide products containing 
the active ingredient, B. amyloliquefaciens strain D747, no toxicity, infectivity, pathogenicity or 
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other adverse effects from non~occupational exposure are expected (see section IV(B)(l )(a), 
above, and Table 5 in Appendix A). 

b. Cumulative Effects from Substances with a Common Mechanism of Toxicity 

Section 408(b)(2)(D)(v) ofFFDCA requires that, when considering whether to establish, modify, 
or revoke a tolerance exemption, EPA consider" ... available information concerning the 
cumulative effects of [a particular pesticide's] ... residues and other substances that have a 
common mechanism of toxicity." 

EPA has found that B. amyloliquefaciens strain D747 does not share a common mechanism of 
toxicity with any other microorganism, pesticidal or toxic substance. EPA concludes that there 
are no cumulative effects associated with B. amyloliquefaciens strain D74 7 that need to be 
considered. For information regarding how EPA determines common mechanisms oftoxicity 
and evaluates cumulative effects, see EPA's website at: 
h If p :;/tt ·w1v. epa. gov/pe sf i c i des/cu mu l at ive. 

c. Determination of Safety for the United States (U.S.) Population, Infants and 
Children 

FFDCA section 408(b)(2)(C) provides that EPA shall assess the available information about 
consumption patterns among infants and children, special susceptibility of infants and children to 
pesticide chemical residues, and the cumulative effects on infants and children of the residues 
and other substances with a common mechanism of toxicity. In addition, FFDCA section 
408(b)(2)(C) provides that EPA shall apply an additional tenfold (lOX) margin of safety for 
infants and children in the case of threshold effects to account for prenatal and postnatal toxicity 
and the completeness of the database on toxicity and exposure, unless EPA determines that a 
different margin of safety will be safe for infants and children. This additional margin of safety is 
commonly referred to as the Food Quality Protection Act Safety Factor. In applying this 
provision, EPA either retains the default value of 1 OX or uses a different additional safety factor 
when reliable data available to EPA support the choice of a different factor. 

EPA concludes that, based upon the results of the toxicity data and other information considered 
and described in this document, there is a reasonable certainty that no harm will result to the U.S. 
population, including infants and children, from aggregate exposure to the residues of B. 
amyloliquefaciens strain D747. Such exposure includes all anticipated dietary and other 
exposures for which there is reliable information. With no threshold effects of concern, an 
additional margin of safety is not required for infants and children. 

3. Occupational Exposure and Risk CharacterizatiOn 

Occupational exposure to B. amyloliquefaciens strain D747 is not expected to undue risks to 
pesticide handlers (mixer/loader/applicators), but EPA requires appropriate personal protective 
equipment and precautionary statements to mitigate any potential risks (e.g., respiratory 
allergenicity) to pesticide handlers from prolonged or repeated exposures. Handlers applying B. 
amyloliquefaciens strain D747 end~use products in agricultural settings must wear a long-sleeved 
shirt, long pants, socks, shoes, waterproof gloves, and a dust/mist filtering respirator meeting 
NIOSH standards of at least N-95, R-95, or P-95. 
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EPA considered human exposure to B. amyloliquefaciens strain D747 in light of the registration 
standards ofFIFRA and the relevant FFDCA safety factors for allowable pesticide residues in 
food and animal feed commodities. EPA has determined that no unreasonable adverse effects to 
the U.S. population in general, and to infants and children in particular, will result when the 
proposed pesticide products containing B. amyloliquefaciens strain D747 as the active ingredient 
are used in accordance with the proposed labeling. 

C. Environmental Assessment (40 CFR § 158.2150) 

The primary habitat of Bacillus species is soil, although they have also been isolated from a wide 
variety of other habitats. B. amyloliquefaciens has a wide-spread distribution, owed in part to its 
ability to form endospores that are resistant to greater variation in environmental conditions than 
the vegetative cells, should transfer to other climates occur. B. amyloliquefaciens has been 
isolated from internal tissues ofhealthy plants, and is known to promote plant growth. It is not 
recognized as a pathogen among Bacillus species (Logan and de Vos, 2009). 

The data, literature citations, and data waiver rationale submitted by the applicant to support the 
pesticide products containing B. amyloliquefaciens strain D747 fulfilled the Tier I nontarget 
organism data requirements, and were sufficient for risk assessment purposes. Further testing of 
nontarget organisms at higher tier levels (i.e., Tiers II, III, and IV) is not required for the 
proposed uses. EPA performed an environmental risk assessment, and has determined that the 
proposed use of B. amyloliquefaciens strain D74 7 are not expected to cause unreasonable 
adverse effects to nontarget organisms. 

For a comprehensive sununary of the generic data requirements described in sections IV(C)(l) of 
this BRAD, refer to Table 8 in Appendix A 

1. Ecological Exposure and Risk Characterization 

a. Terrestrial Animals and Plants 

The end-use products include a water-dispersible granular formulation and an aqueous 
suspension, proposed for application to agricultural crops, nurseries, ornamental plants, tmfgrass, 
greenhouses, and shadehouses. Applications can be made to both foliar surfaces and soil, so 
exposure to nontarget organisms is possible. The proposed maximum application rates were used 
in the assessment of nontarget risk. 

Data on the naturally occurring levels of B. amyloliquefaciens are not available. Many factors 
influence the environmental fate of microbial pesticides, and resulting population levels in the 
environment cannot be predicted. EPA expects that B. amyloliquefaciens strain D747 may 
survive after application if conditions are favorable, but the strain would not significantly add to 
the overall levels of B. amyloliquefaciens already present in the environment. 

Birds (OCSPP Guideline 885.4050) and Mammals (OCSPP Guideline 885.4150): 
A supplemental study showed that the acute oral LD50 for B. amyloliquefaciens strain D747 is> 
4.5 x 1011 spores/kg BW or> 8 x 109 spores/bird in Northern bobwhite (Colinus virginianus; 
MRID 48165712). Additionally, B. amyloliquefaciens is intentionally included in some 
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domestic avian food diets as a nutritional additive (e.g., European Food Safety Authority, 2010; 
Wizna eta!., 2009), and it is not known to be pathogenic to animals (Logan and de Vas, 2009). 
An extensive literature search in several databases returned no reports of toxicity or 
pathogenicity of B. amyloliquefaciens in birds. Based on these lines of evidence, B. 
amyloliquefaciens strain D747 is not expected to pose risk of adverse effects in birds. 

A study with laboratory rats (MRID 48165704) also showed that B. amyloliquefaciens strain 
D747 is not toxic, infective, or pathogenic at the maximum hazard dose of 1.0 x 108 CPU/animal. 
Therefore, adverse effects to wild mammals are also not expected as a result of the proposed 
applications of B. amyloliquefaciens strain D747. 

Nontarget Insects (OCSPP Guideline 885.4340) and Honey Bees (OCSPP Guideline.885.4380!: 
Studies with Orius stricollis, Crysoperla carnea, and Phytoseiulus persimilis were submitted for 
the nontarget insect data requirement (MRID 48165716). While no effects of B. 
amyloliquefaciens strain D747 were observed in these studies, they were not acceptable for use 
in the ecological risk assessment. Two honey bee studies were also submitted that showed no 
adverse effects of B. amyloliquefaciens D747 after 48 hours (MRID 48165717) and 17 days (no 
MRlD currently assigned). These studies were rated Supplemental because they were not of 
sufficient duration (30 days); however, except in rare cases, bacteria that are pathogenic to 
insects typically produce toxins that kill the insect within a few days (Tanada and Kaya, 1993). 
Adverse effects resulting from exposure to B. amyloliquefaciens strain D747, therefore, would 
likely have been evident in the bee studies, especially after 17 days. Scientific rationale was 
submitted to show that adverse effects are not expected to nontarget insects (MRIDs 48621502 
and 48621503). Entomopathogenic B. species (e.g., B. thuringiensis, B. sphaericus) have been 
extensively studied, and their pathobiology is well-known. B. amyloliquefaciens is not among the 
B. species recognized as frank pathogens to insects or other animals (Logan and de Vos, 2009). 
There are some accounts in the literature of effects of B. subtilis on insects; however, none of 
these were associated with B. amyloliquefaciens or B. subtilis var. amyloliquefaciens. Therefore, 
based on the studies and other information provided, B. amyloliquefaciens strain D747 is not 
expected to pose risk to honey bees and other nontarget insects as a result of its proposed 
applications. 

Nontarget Plants (OCSPP Guideline 885.4300): 
Studies with plants exposed to B. amyloliquefaciens strain D74 7 were unacceptable, based on 
several deficiencies (MRID 48165715). B. amyloliquefaciens is not taxonomically related to any 
known plant pathogens. As discussed previously, however, the microorganism has been isolated 
from tissues of healthy plants and is known as a plant growth-promoting rhizobacterium. It is, 
therefore, not expected to pose risk to nontarget plants as a result of the proposed applications. 

b. Aquatic Animals and Plants 

B. amyloliquefaciens strain D74 7 is not intended to be applied directly to water, but some of the 
applied product may reach aquatic habitats through runoff or spray drift. Spray drift at 
application is the primary mechanism by which the pesticide is expected to reach water. A spray 
drift analysis was included in the aquatic risk assessment to determine exposure, and further 
detail is provided in the environmental risk assessment for B. amyloliquefaciens strain D747. 

Freshwater Fish (OCSPP 885.4200) Guideline and Invertebrates (OCSPP Guideline 885.4240): 
In a30-day study with rainbow trout (Oncorhynchus mykiss), the LC50 for B. amyloliquefaciens 
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strain D747 was 8.1 x 1010 CFU/L, and the NOEC based on subMlethal effects was 1.44 x 1010 

CFU/L. If the proposed maximum broadcast application rate (4 fluid ounces/1000 ft2 or 2.55 x 
106 CFU/cm2

) is applied directly to a l-ha body of water 15 em deep (the EPA Standard 
Wetland), the resulting concentration would be 1.7 x 108 CFU/L. This would be the maximum 
possible aquatic concentration at this application rate, but is not a proposed use. The NOEC and 
LC50 are approximately 85X and 476X higher than this concentration, respectively. Exposure in 
freshwater environments will be well below the concentrations that would produce adverse 
effects, and the proposed applications of B. amyloliquefaciens strain D74 7 are not expected to 
pose risks to freshwater fish. 

A study with Daphnia magna provided an ECso based on mortality/immobility of3.7 x 1010 

CFU!L, and a NOEC for sub-lethal effects of2.84 x 108 CFU/L. Based on the spray drift 
analysis, the NOEC would be approximately 20X the expected environmental concentration 
(EEC), and the ECso would be 218X the EEC; therefore, the proposed applications of B. 
amyloliquefaciens strain D747 are not expected to result in adverse effects to freshwater 
invertebrates. 

Marine/Estuarine Fish (OCSPP 885. 4280) and Invertebrates (OCSPP 885.4240): 
Concentrations reaching marine or estuarine areas are expected to be less than those calculated 
above for freshwater animals, due to further dilution in deeper water. B. amyloliquefaciens strain 
D747 is not expected to reach marine or estuarine environments in significant concentrations, 
and risk to animals in these environments is not anticipated. 

Aquatic Plants COCSPP Guideline 885.4300): 
B. amyloliquefaciens strain D747 is not related to knovm plant pathogens; therefore, adverse 
effects to aquatic plants are not anticipated. 

2. Environmental Fate Data 

The information provided for the proposed uses and application methods was sufficient to satisfy 
the Tier I nontarget organism data requirements and for nontarget organism risk assessment for 
B. amyloliquefaciens strain D747; further testing at higher tier levels (i.e., Tiers Il, lii, and 1V) is 
not required. 

3. Threatened and Endangered Species Assessment 

Since EPA has determined that no effects are anticipated for any nontarget species exposed to B. 
amyloliquefaciens strain D747 as a result of the proposed applications, effects to federally listed 
threatened and endangered species and their designated critical habitats are also not expected. 
Therefore, a "No Effect" determination is made for direct and indirect effects to listed species 
and their designated critical habitats resulting from the proposed uses of B. amylo!iquefaciens 
strain D747. 

V. ENVIRONMENTAL JUSTICE 

EPA seeks to achieve environmental justice---the fair treatment and meaningful involvement of 
all people regardless of race, color, national origin, or income---with respect to the development, 
implementation, and enforcement of environmental laws, regulations, and policies. Fair 
treatment means that no group of people, including racial, ethnic, or socioeconomic groups, 
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should bear a disproportionate share of the negative environmental consequences resulting from 
industrial, municipal, and commercial operations or the execution of federal, state, local, and 
tribal environmental programs and policies. Meaningful involvement means that (1) potentially 
affected community residents have an appropriate opportunity to participate in decisions about a 
proposed activity that will affect their environment and/or health; (2) the public's <;:ontribution 
can influence the regulatory agency's decision; (3) the concerns of all participants involved will 
be considered in the decision-making process; and (4) the decision-makers seek out and facilitate 
the involvement of those potentially affected. EPA has this goal for all communities and persons 
across the United States. 

To help address potential environmental justice issues, EPA seeks information on any groups or 
segments of the population who, as a result their location, cultural practices, or other factors, 
may have atypical, unusually high exposure to B. amyloliquefaciens strain D747, compared to 
the general population. Please comment if you are aware of any subpopulations that may have 
atypical, unusually high exposure compared to the general population. 

For additional information regarding environmental justice issues, please visit EPA's web site at 
http ://>v1 vt v. epa. go v/ compl i ance/env i ro nm e 111 a I jus f ice/index. ht m l. 

VI. RISK MANAGEMENT DECISION 

Section 3( c)(S) of FIFRA permits for the registration of a pesticide provided that all the 
following determinations are made: 

(I) Its composition is such as to warrant the proposed claims for it; 
(2) Its labeling and other material required to be submitted comply with the 

requirements of FIFRA; 
(3) It will perfonn its intended function without unreasonable adverse effects on 

the environment; AND 
(4) When used in accordance with widespread and commonly recognized 

practice, it will not generally cause unreasonable adverse effects on the 
environment 

To satisfy criterion I, the B. amyloliquefaciens strain D747 pesticide products have well-known 
properties. EPA has no knowledge that would contradict the claims made for these products, the 
CX-9030 and CX-9032 EP labels, and we have concluded that such products are not expected to 
cause unreasonable adverse effects on the environment when used according to the label 
instructions. Criterion 2 is satisfied by the current product labels, as well as the data and 
information presented in this document. It is believed that the B. amyloliquefaciens strain D747 
pesticide products will not cause any unreasonable adverse effects on the environment, and CX-
9030 and CX-9032 (end-use pesticide product), in particular, are likely to provide protection 
against fungal and bacterial pests as claimed, satisfying criterion 3. Criterion 4 is satisfied in that 
the B. amyloliquefaciens strain D747 pesticide products are not expected to cause unreasonable 
adverse effects when used according to label instructions. Therefore the end-use products, CX-
9030 and CX-9032, containing B. amyloliquefaciens strain D747 as a new active ingredient, are 
eligible for registration under FIFRA section 3( c)(S) for the labeled uses. Should uses that are 
more extensive be proposed in the future (e.g., aquatic uses), EPA will likely require that 
additional data be submitted. 
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Before releasing pesticide products containing B. amyloliquefaciens strain D747 for shipment, 
the registrant is required to provide appropriate final printed labeling to EPA prior to shipment of 
product. 

B. Tenns of Registration 

As a term of the registration CX-9032 EP, the registrant must submit the following data within 
one year of this product's registration: 

(I) Storage Stability (OCSPP Guideline 830.6317) and Corrosion Characteristics (OCSPP 
Guideline 830.6320): The results of a one-year storage stability and corrosion 
characteristics study. 

C. Reporting of Adverse Effects and Hypersensitivity Incidents 

Notwithstanding the information stated previously, it should be clearly understood that certain 
specific data are required to be reported to EPA as a requirement for maintaining the federal 
registration for a pesticide product. A brief summary of these types of data are described below. 

Reports of all incidents of adverse effects to the environment must be submitted to EPA illlder 
the provisions stated in FIFRA section 6(a)(2). Additionally, all incidents of hypersensitivity 
(including both suspected and confirmed incidents) must be reported to EPA under the 
provisions of40 CFR § 158.2140(d). 

VIII. GLOSSARY OF ACRONYMS AND ABBREVIATIONS 

ASAE 
BPPD 
BRAD 
CFR 
CFU 
cfu/kg 
cfu!mL 
cP 
EDSP 
EP 
EPA 
FFDCA 
FIFRA 
FQPA 
FR 
g/mL 
LCso 

American Society of Agricultural Engineers 
Biopesticides and Pollution Prevention Division 
Biopesticides Registration Action Document 
Code of Federal Regulations 
colony-forming unit(s) 
colony-fonning units per kilogram 
colony-forming units per milliliter 
centipoise 
Endocrine Disrupter Screening Program 
end-use product 
Environmental Protection Agency (the "Agency") 
Federal Food, Drug, and Cosmetic Act 
Federal Insecticide, Fungicide, and Rodenticide Act 
Food Quality Protection Act 
Federal Register 
gram per milliliter 
median lethal concentration. A statistically derived concentration of a 
substance that can be expected to cause death in 50% of test animals. It is 
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LDso 

mg/kg 
mg/L 
MP 
mPa·s 
MRIDNo. 
NIOSH 
NRRL 
OCSPP 
OPP 
PC Code 
pp 
PPE 
ppm 
TGAI 
u.s. 

usually expressed as the weight of substance per weight or volume of water, 
air, or feed (e.g., mg/L, mg/kg, or ppm). 
median lethal dose. A statistically derived single dose that can be expected 
to cause death in 50% of the test animals when administered by the route 
indicated (oral, dermal, or inhalation). It is expressed as a weight of 
substance per unit weight of animal (e.g., mg/kg). 
milligrams per kilogram 
milligrams per liter 
manufacturingMuse product 
milliPascalMsecond, term used as the unit of dynamic viscosity. 
Master Record Identification Number 
National Institute for Occupational Safety and Health 
Northern Regional Research Laboratory 
Office of Chemical Safety and Pollution Prevention 
Office of Pesticide Programs 
Pesticide Chemical Code 
Pesticide Petition 
personal protective equipment 
parts per million 
technical grade of the active ingredient 
United States 
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APPENDIX A. MICROBIAL PESTICIDES DATA REQUIREMENTS 
(40 CFR PART 158- SUBPART V) 

TABLE 1. Product Analysis Data Requirements for the End~Use Product (EP), CX~9030 
(40 CFR § 158.2120) 

OCSPP Guideline Data Requirement Results 
Number 

885.1100 Product Identity Submitted data fulfill the requirement for product 
identity. CX-9030 contains 25.0% by ·weight 
Bacillus amylo/iquefaciens strain strain D747 
(minimum of 5x 1010 CFU/g) 

885.1200 Manufacturing Process Submitted data fulfill the requirement for 
manufacturing process. 

Not applicable Deposition of a Sample in a Submitted data fulfill the requirement for 
Nationally Recognized deposition. Culture on deposit under Accession 

Culture Collection Number NRRL 8~50405. 

885.1300 Discussion of Formation of Submitted data fulfill the requirement for 
Unintentional Ingredients discussion of formation of unintentional 

ingredients. 

885.1400 Analysis of Samples Submitted date fulfill the requirement for analysis 
of samples. 

885.1500 Certification of Limits Limits listed on the confidential statement of 
formula are adequate/acceptable 

Additional Studies 

830.1800 Enforcement Analytical Submitted data fulfill the requirement for an 
Method enforcement analytical method 

TABLE2. Product Analysis Data Requirements for the End-Use Product (EP), CX~9032 
(40 CFR ~ 158.2120) 

OCSPP Guideline Data Requirement Results 
Number 
885.1100 Product Identity Submitted data fulfill the requirement for product 

identity. CX-9030 contains 98.95% by weight 
Bacillus amyloliquefaciens strain strain D747 
(minimum of 1x 101°CFU/o) 

885.1200 Manufacturing Process Submitted data fulfill the requirement for 
manufacturino:!. process. 

Not applicable Deposition of a Sample in a Submitted data fulfill the requirement for 
Nationally Recognized i deposition. Culture on deposit under Accession 

Culture Collection Number NRRL 8~50405. 
885.1300 Discussion of Formation of Submitted data fulfill the requirement for 

Unintentional1ngredients discussion of formation of unintentional 
inoredients. 

885.1400 Analysis of Samples Submitted date fulfill the requirement for analysis 
of samples. 

885.1500 

I 
Certification of Limits Limits listed on the confidential statement of 

formula are adequate/acceptable 
Additional Studies 

830.1800 I Enforcement Analytical Submitted data fulfill the requirement for an 
Method enforcement anal-ytical method 

MRIDNo. 

481655-01 

CSF dated 
10!18/20 II 

481655-01 

481655-01 

481655-0 I 

481655-01 

CSF dated 
10/18/2011 

481655-01 

MRIDNo. 

481655-01 
CSF dated 
10/18/2011 

481657-01 
481655-01 

I 481657-01 
481655-0 I 

i 
481657-0 I 
481655-01 

481655-01 
481657-01 
CSF dated 
10/18/2011 

481655-01 
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TABLE 3. Physical and Chemical Characteristics for the Technical Grade of the Active Ingredient (TGAI) Bacillus. 
amyloliqut;(aciens strain strain D747 I CX-9030 (EP). (40 CFR § 158.2120) , 

I 

I 

Results I MRIDNo. OCSPP 
Guideline · Data Requirement 

i Number I TGAI CX-9030 (EP) 
i -

830.6302 ! Color Beige ,. Not Applicable I 481657-02 

I r 

830.6303 ; Physical State 
! 

Fine powder ! Not applicable I 481657-02 
i I 

830.6304 Odor I Yeast odor Not applicable I 481657-02 
' 

830.6313 Stability to Normal and Elevated i Spores inactivated at Not applicable 481657-02 

l Temperatures, Metals, 54°C 
and Metal Ions 

830.6314 Oxidation/Reduction; Not applicable, the product does not contain oxidizing ! 481657-02 
Chemical Incompatibility or reducing agents I 

830.6315 Flammability ! Not applicable, the product does not contain flammable 1 481657-02 

i ingredients ' i 
830.6316 I Explodability Not applicable, the product does not contain explosive i 481657-02 I 

in,gredients I 
830.6317 

I 
Storage Stability Stable up to one year at 25°C without loss of viability ' 481657-02 i 481657-03 

830.6319 I Miscibility Not applicable, the product is not an emulsifiable liquid. I 481657-02 
I (refer to test note #2 of 40 CFR § 158.2120(d)}. --1 

830.6320 ' Corrosion Characteristics 481657-02 
i 

Not applicable, the product is a powder. 
i 

830.632le Dielectric Breakdown Voltage Not applicable, the product is not for use around I 481657-02 
electrical equipment ! 

-
830.7000 pH 6.5 7.0 (!% w/w) 

I I 
7.5- 8.0 : 481657-02 

830.7100 Viscosity ! Not applicable, the 
I 

Not Applicable.CX-9030 is 481657-02 
product is a powder. I not a liquid. ! 

830.7300 Density/Relative Density/Bulk 0.307-0.375 g/ml 0.60-.0.78 g/ em' 481657-02 
Density (Specific Gravity) 
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TABLE4. Physical and Chemical Characteristics for CX-9032 (EP). (40 CFR § 158.2120) 

! 
OCSPP Results ! MRIDNo. 

Guideline Data Requirement 
~ 

Number TGAJ 
! 

CX-9030 (EP) 

830.6302 i Color Beige Light brovm. ! 48!655-02 
I 

830.6303 Physical State Fine powder Liquid 481655-02 

830.6304 Odor I Yeast odor I Yeast odor ! 481655-02 
I 

830.6313 Stability to Normal Spores inactivated at 54°C._ 481655-02 
& Elevated 

Temperatures, Metals, 
& Metal Ions 

830.6317 Storage Stability Stable up to one year at Stable up to 78 days at 25°C 481655-02 
25°C without loss of without loss of viability. As a 

viability term of the registration, EPA 
will require the results of a 

I 
one-year storage stability and 

i corrosion characteristics 
study be submitted within one I 

year. 
830.63!9 Miscibility Not applicable; product is not an emulsifiable liquid. 481655-02 

(refer to test note #2 of 40 CFR § l58.2120(d)). 
830.6320 ! Corrosion Characteristics Not applicable; product is a None evident to polyethylene 481655-02 

! powder. packaging after 78 days. As a 
term of the CX-9032 (EP) 
registration, EPA will require 
submission of the results of a 
one-year storage stability & 
corrosion chan1cteristics 
within one year. 

830.7000 ' pH 6.5 7.0(1%w/w) 4.2- 4.3 (I% w/w). 481655-02 I 
830.7100 Viscosity Not applicable, the product 4.6- 16.0 milliPascal-second 481655-02 

is a powder. (mPa s) at 25°C 
I 

830.7300 Density/Relative 

I 
0.307-0.375 g/ml 1.02- 1.03 glmL 481655-02 

Density/Bulk Density 
' (Seecific Gravity) I 
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TABLES. Toxicologr Data Reguirements for the Technical Grade of the Active Ingredient (TGAI} ~40 CFR § 158.2140~ 
OCSPP Guideline Data Requirement Results MRIDNo. 

Number 
TGAI 

Tier! 
885.3050 Acute Oral No evidence of infectivity, pathogenicity or toxicity was found 481657-04 

Toxicity/Pathogenicity from oral administration of l.Oxl08 CFU Bacillus 
amyloliquefaciens strain D747 to rats. Clearance from fecal 
material occurred by day 14 and no viable organisms were 

recovered from blood or any other organ or tissue. 
Classification: Acceptable 

885.3150 Acute Pulmonary No evidence of infectivity, pathogenicity or toxicity was found 481657-06 
Toxicity/Pathogenicity from intratracheal administration of l.Oxl 07 spores B. 

amylo!iquefaciens strain D747 to rats. 
Classification: Accentable 

885.3200 Acute Injection Not toxic, infective, and/or pathogenic to rats when dosed 481657-05 
Toxicity/Pathogenicity intravenously at l.Oxl07 spores per animal. 

(Intravenous) Classification: Acceptable 
885.3400 Hypersensitivity No hypersensitivity incidents, including immediate-type or 479450-23 

Incidents delayed-type reactions of humans and domestic animals that 
occurred during research, development, or testing of the 
TGAI/MP, were reported. Future hypersensitivity incidents must 
be r(!ported (For reporting format: OCSPP Guideline 885.340Q)_._ 

885.3500 Cell Culture Not required. B. amylaliquefaciens strain D747 is not a virus 
(Test note #4 of40 CFR § 158.2140(d)). 

Tiers 11 aud III 
Not required for Bacillus amylo!iquefaciens strain D747 based on the lack of acute toxicity/pathogenicity in the Tier 1 studies. 
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Bacillus amyloliquefaciens stni •. _ ~ 747 
Biopcsiicides Registraiion Aciion Document 

TABLE6. Toxicology Data Requirements for the End~ Use Product (EP), CX~9030 
(40 CFR i 158.2140) 

OCSPP Guideline Number Data Requirement Results 
885.3400 Hypersensitivity Incidents No hypersensitivity incidents, including 

immediate~type or delayed-type 
reactions of humans and domestic 
animals that occurred during research, 
development, or testing of the EP, were 
reported by the applicant. Any future 
hypersensitivity incidents must be 
reported per OCSPP Guideline 
885.3400. 

870.1 100 Acute Oral Toxicity Oral LD50 > 5000 mg/Kg 
Classification~ Acceptable 
Toxicity Category IV 

870.1200 Acute Dermal Toxicity Dermal LD50 > 5050 mg/Kg 
Classification: Acceptable 
TOXICITY CATEGORY IV 

870.1300 Acute Inhalation Toxicity Inhalation LC50 > 2.18 mg/L 
Classification: Acceptable 
TOXICITY CATEGORY IV 

870.2400 Acute Eye Irritation The maximum average irritation score of 
18.3 obtained I hour after treatment 
declined to 17.33 after 24 hours, 2 after 
48 hours and 0 after 72 hours following 
ocular administration of 0.1 mL B. 
amyloliquefaciens strain D747 to New 
Zealand White rabbits in a 72 !tour 
observation period. 
Classification: Acceptable 
TOXICITY CATEGORY III 

870.2500 Primary Dennal Irritation No evidence of irritation was found from 
dennal administration of 500 mg B. 
amyloliquefaciens strain D747 CX~9030 
to rabbits during the 4 hour exposure and 
72 observation periods. The dermal 
irritation score for B. amyloliquefociens 
strain D747 CX~9030 was 0.00. 
Classification: Acceptable 
TOXICITY CATEGORY IV 

Page 26 of30 

MRIDNo. 

I 

481657~07 

481657-08 

481657-09 

481657~10 

' 

481657-11 
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Bacillus amyloliquefaciens strain D. 
Biopesticides Regisiration Aciion Documeni 

TABLE?. Toxicology Data Requirements for the End~ Use Product (EP), CX-9032 
(40 CFR ~ 158.2140) 

OCSPP Guideline Number Data Requirement Results 
885.3400 Hypersensitivity Incidents No hypersensitivity incidents including 

immediate-type or delayed-type reactions 
of humans and domestic animals that 
occurred during research, development, 
or testing of the EP were observed or 
reported. All hypersensitivity incidents 
must be reported per OCSPP Guideline 
885.3400. 

870.1100 Acute Oral Toxicity Waiver request submitted. Requirement 

I 
satisfied by submitted MP data. Oral 
exposure to the MP showed no adverse 
effects including infectivity, 
pathogenicity and toxicity up to the limit 
dose. Inerts are exempt from tolerance. 
No additional oral toxicity is expected 
from inerts. 
Classification: Acceptable 

870.1200 Acute Dermal Toxicity Waiver request submitted. Requirement 
adequately addressed by CX-9030 EP 
data as well as, dermal irritation testing 
on CX-9032-EP. Dermal toxicity and 
irritation testing for the CX-9030 EP and 
dermal irritation data on CX-9032 EP 
showed no adverse effects up to the limit 
doses. No additional dermal toxicity is 
expected from inerts. 
Classification: Acceptable 

870.1300 Acute Inhalation Toxicity Waiver request submitted. Pulmonary 
exposure to the MP showed no adverse 
effects, including infectivity, 
pathogenicity or toxicity though slight I toxicity lasting 2 days from a 4-hour 
aerosol inhalation administration of2.18 
mg!L, where inert ingredients were also 
present, was noted in a CX~9030 EP 
study. No additional toxicity is expected 
from this EP's inert ingredients. 
Classification: Aeceotable 

870.2400 Acute Eye Irritation The maximum average irritation score of 
0.667 at I hour after treatment declined to 
0 after 24 !tours following ocular 
administration of 0.1 mL 
B. amyloliquefaciens strain 0747 CX~ 
9032 to New Zealand White rabbits (72~ 
hour observation period). 

I Classification: Acceptable 
I TOXICITY CATEGORY IV 
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MRIDNo. 

481655-04 

481655-04 
481655-06 
481655-11 ' 
481657-08 

481655-04 
481657-06 
481657-09 

481655-05 
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Bacillus amyloliquefaciens sm._ ,747 
Biopesticidcs Regimation Ac1ion Document 

TABLE 7. Toxicology Data Requirements for the End~Use Product (EP), CX~9032 
(40 CFR § 158.2140) 

OCSPP Guideline Number Data Requirement Results 
870.2500 Primary Oennal Irritation No irritation occurred from dermal 

administration of 0.5 mL undiluted B. 
amyloliquefaciens strain 0747 CX~9032 
to shaved skin of rabbits during the 4 
hour exposure and 72 observation 
periods. The dennal irritation score for B. 
amyloliquefaciens strain 0747 CX~9032 
was 0.00. 
Classification: Acceptable 
TOXICITY CATEGORY IV 

Page 28 of30 

MRIDNo. 
481655~06 

TABLE 8. Nontarget Organism Toxicity and Environmental Fate Data Requirements for the Technical Grade of the 
Active Ingredient (TGAI), Bacillus amyloliquefaciens strain 0747 (40 CFR § 158.2150) 

OCSPP Guideline Data Requirement Results MRIDNo. 
Number 

Tier! 
885.4050 Avian Oral Toxicity A study showed that B. amylo!iquefaciens 0747 48165712 

is not toxic to birds at 8.9 x I 09 spores/bird. 48621501 
Classification: Supplemental 
Scientific rationale is sufficient to conclude that 
B. amyloliquefaciens 0747 is not expected to 
pose a hazard to birds. 
Classification: Accentable 

885.4100 Avian Inhalation Not required. B. amyloliquefaciens 0747 is not 
Toxicity/Pathogenicity considered to be pathogenic to birds 

885.4150 Wild Mammal Tests required by40 CFR § 158.2140 are 48165704 
Toxicity/Pathogenicity adequate/ appropriate for assessment of hazards 

to wild mammals. B. arnyloliquefaciens 0747 
was not infective, toxic or pathogenic to 
laboratory rats 1.0 x I 08 CFU/animal 

885.4200 Freshwater Fish A 30~day study shows that the LC50 to rainbow 48I65713 
Toxicity/Pathogenicity trout is 8 x I 010 CFU/L. The NOEC for sublethal 

effects is 1.44 x I 0 1° CFU/L. 
Classification: Acceotable 

885.4240 Freshwater Invertebrate A 2l~day study shows that the EC50 to Daphnia 48165714 
Toxicity/Pathogenicity magna based on mortality is 3.7 x I 010 CFUJL. 

The NOEC for sublethal effects is 2.84 x 108 

CFU/L. 
Classification: Acceptable 

885.4280 Estuarine/Marine Fish and Not required. B. amyloliquefaciens 0747 is not 
Invertebrate Testing to be applied directly to water and is not expected 

to reach estuarine or marine environments in 
significant quantities. 

885.4300 Nontarget Plant Testing A study submitted was determined to be 48165715 
unacceptable; however, testing is not required 
because. B. mnyloliquefaciens is not related to 
known plant pathogens 

' 

i 
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Bacillus amyloliquefaciens Slrain D 
Biopesticides RegistraJion Aclion DoeumenJ 

Page 29 of30 

TABLE 8. Nontarget Organism Toxicity and Environmental Fate Data Requirements for the Technical Grade of the 
Active Ingredient (i'GAI), Bacillus amyloliquefaciens strain D747 (40 CFR § 158.2150) · 

OCSPP Guideline Data Requirement Results MRIDNo. 
Number 
885.4340 Nontarget Insect Testing Studies with three species of arthropods were 48165716 

determined to be unacceptable. 
Additional scientific rationale was submitted to 48621502 
show that B. amyloliquefaciens is not expected to 
be toxic or pathogenic to nontarget insects. 
Classification: Acceptable 

885.4380 Honey Bee Testing Two studies showed that B. amyloliquefaciens 48165717 
D747 is not toxic to honey bees. 
Classification: Supplemental 48621503 
Additional rationale was sufficient to show that 
pathogenicity to honey bees is not expected as a 
result of exposure to B. amyloliquefaciens D747. 
Classification: Acceptable 

Tiers II. III, am! IV 

Not required for Bacillus amylaliquefaciens strain D747 based on the current uses and application methods. 
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Bacillus amylo/iquefaciens str<.. 747 Page 30 of30 
Biopesticides Registration Act;~ .1 Document 

APPENDIX B. PESTICIDE PRODUCTS 
TABLE 9 Table Title? 

EPA Registration Percentage Formulation Use Site(s) Method(s) Application Target Pest 
Registration Name Active Type of Rate 

Number ln2.redient Application 

Various Tractor Rate listed on Various fungal and 
70051-107 CX-9032 98.35% End Use- agricultural mounted label varies bacterial pests listed 

Aqueous ~d boom, depending on on the !abe! 
Suspension greenhouse airb!ast, application including: 

crops (e.g., hose-end, method from Alternaria, 
vegetables, backpack 0.5 pints Botrytis cinerea 
tree fruits, and other /acre to 6 Dfdymella bryoniae 
berries, pressurized quarts/acre Phoma 
grapes and sprayers; cucurbftacearum 
tropical fruit, foggers or Erisphe, 
tree nuts, mist Fusarium, 
herbs and blowers; Afacrophomina 
spices, water whee! plwseoli 
coffee. and other Monosporascus 
tobacco, drench cannonballus 
hops, applicators; Peronospora, 
forestry soil Phytophthara 
seedlings injection; Pseudomonas 
ornamentals, aerial; and syringae pv. tomato 
and turf) chemigation Pseudoperonospora 

with drip or spp. 
sprinkler Puccinia spp. 
irrigation Pythium, 
and cutting Rhizoctonia, 
or root dip Sphaerotheca spp. 

Verlicillium, spp. 
Xanthamonas spp. 

CX-9030 25.0% Water Various Tractor 0.25 3 Various fungal and 
70051-108 Dispersible agricultural mounted pounds per bacterial pests listed 

Granule and boom, acre on the label 
greenhouse airb!ast, including: 
crops (e.g., hose-end, Alternaria, 
vegetables, backpack Botrylis cinerea 

ornamentals, and other Didymella bryoniae 
and turf) pressurized Phoma 

sprayers; cucurbitacearum 
foggers or Erisphe 

mist FusariUIII, 
blowers; Macrophamina 

water wheel plwseo/i 
and other Monosporascus 

drench cannonbal!us 
applicators; Peronospora, 

shank or Phytophthora 
other soil Pseudomonas 
injection syringae pv.tomato 

equipment; Pseudoperonospora 
aerial; and spp. 

chemigation Puccinia spp. 
with drip or Pythium, 

sprinkler Rhizoctollfa, 
irrigmion Splweratheca spp. 

and cutting Verticillium, spp., 
or root dip Xanthomonas spp. 
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November 21,2011 

Ms. Susanne Cerrelli 
Regulatory Action Leader 
Microbial Pesticides Branch 

CERTIS y--
r 

Biopcsticides and Polluf1on Prevention Division 
Office of Pesticide Programs 
US Environmental Protection Agency 

Rc: Certis USA/EPA File Symbol: 70051-RNI/CX-9030 
Altema1e Confidential Statement ofFonnula 

Dear Ms. Cerrelli: 

Certis USA, LL.C. 
9145 GuHford Road 
Suite 175 
Columbia, MD 21046 

(301) 604-7340 

FAA (301)604-7015 
www.certisusa.com 

As discussed in our teleconference, attached is an alternate Confidential Statement ofFonnula 
{CSF) that Certis would like to include in the pesticide application referenced. This alternate 
CSF is substantially similar to the primary formulation, with the exception of the direct 
substitution of one inert ingredient. This inert ingredient is on EPA List 4, and has been 
reviewed and accepted by the Agency in other products tha1 are manufactured by Certis (Bt 
fOrmulations, specilically Agree WG). The percent active ingredient in the fonnulation has not 
been changed, nor has any other inert ingredient identity. 

Please do not hesitate to contact me if you have any questions about this request. I can be 
reached by telephone at 301-483-3806 or by email at cdively@certisusa.com. 

Sincerely, 

~¢!,·~-
Christine A. Dively 
Director of Regulatory Affairs 
Ccrtis USA 

enclosure 
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Pages 242-247*Product ingredient source information may be entitled to confidential treatment*



EPA National Organic Program Labeling Request Checklist 
Reviewer Name: Chris Pfeifer 

Product Name: CX 9030 (EPA Reg. No. 70051-RNI (108)) 

Determination: Permitted 

RAL: Susanne Cerrelli 

Completion Date: 11/16/11 

Receipt Date: 9/30/11 

Active Ingredients History- Is the active ingredient on the BPPD list of previous NOP Y 
(f:IUSER!SHARE/BPPD/Organic/Copy ofNOP/allowableble.pdf or ALLOWED.xls)? 

Inert Ingredients -Are all of the found on the 2004 EPA list Y 

-Have been revoked (Revoked List 4lnet1s)? 

Use Sites- Are all the product's use sites within the scope of the designated use patterns cited in Y 
the National List? 

Language- Is the requested label language allowable. (Acceptable language includes: "For Use Y* 
in Organic Production"; "For Organic Production"; "For Use in Organic Gardening'; "For 
Organic Gardening"; "OMRI Listed''; the OMRI logo; and the three leaf EPA NOP Logo. 

OMRI Certification- Does the have a current OMRl certificate? 

#I) The ai is approved for organic use. The source ofai is not GM. There are no intentionally 
added ingredients in the ai source that are not consumed or accounted for; and none of the 
impurities are of toxicological significance. 
#2) The inert ingredients are all List 4 and NOP compliant. Acceptable MSDS were provided for 
all inert ingredients; and the composition of the mixtures were validated in OPPIN. 
#3) The use sites for the product are all preMharvest agricultural, and are acceptable per the 
Organic Production. Standard. 
#4) The label claims "For Organic Production" and "OMRI Listed" are appropriate for the use 
pattern on this agricultural labeL 
#5) Because this product is presently unregistered, the product cannot receive an OMRl 
certificate. It is a reasonable expectation, however, that the registrant will receive a certificate 
upon application. As such, the registrant can add the "OMRI Listed" claim to the label with the 
following terms: 
a) The registrant must add a parenthetical statement to the OMRI claim on the draft label 

indicating that it is a placeholder. The selfMevident expression "(placeholder)" is adequate. 
The Registration Notice must create a term which requires submission ofthe OMRI 
certificate to the Agency once it has been received. 

PermitNOP of this 

* 

N 

This review contains CONFIDENTIAL BUSINESS (CBI). Do not release this document to the 
registrant if it contains confidential information on proprietary mixes. 

Program Links- National Organic Program (AMS- NOP); PR Notice 2003-1 (PR Notice 2003-l) 
BPPD Guidance Document- Other Items May be Required 
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FW: CBI Statement 
Dively, Chris 
to: 
Susanne Cerrelli 
10/25/2011 03:23PM 
Cc: 
"Dively, Chris" 
Hide Details 
From: "Dively, Chris" <cdively@certisusa.com> 

To: Susanne Cerrelli/DC/USEPA/US@EP A 

Cc: "Dively, Chris" <cdively@certisusa.com> 

History: This message has been forwarded. 
Dear Susanne, 
On behalf of Certis USA, l would like to amend the CB! Statement in the previous email. 

Page 1 of2 

Information submitted to support the registration applications and tolerance exemption petition for CX-9030 
and CX-9032, that does not have a Confidentiality Statement in the data volume (Per PR Notice 86-5) is not 

considered as Confidential Business Information per FIFRA and Part 158 Guuidfelines. Data volumes that include 

CB! are manufacturing process data, formation of unintentional ingredients, Certification of Ingredients -CSFs, 

and 
Analyses of Samples. 

Sincerely, 

Chris Dively 
Director of Regulatory Affairs 

From: Dively, Chris 
Sent: Tuesday, October 25, 2011 2:59PM 
To: Dively, Chris 
Subject: FW: CBI Statement 

From: Dively, Chris 

fi1e://C:\Documents and Settings\scerrell\Loca1 Settings\Temp\notes87944B\-web8617.htm 1111/2011 
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Sent: Friday, October 21, 2011 5:02PM 
To: 'Cerrelli.Susanne@epamail.epa.gov' 
Cc: Dively, Chris 
Subject: CBI Statement 

Dear Susanne, 

Page 2 of2 

On behalf of Certis USA, information that was submitted to EPA in support of D-747 petition and registration 
outside of the Section 158 Guidelines are not claimed as CBI. All product chemistry information, including 
Confidential Statements of Formula, Product JD and characterization, product properties information, all 
analytical data, and other manufacturing process data is claimed as Confidential Business Information per PR 
Notice 86-5. 

Sincerely, 

Chris Dively 
Director of Regulatory Affairs 

Susanne: If this statement is not what you are referencing please let me know. 

file://C:\Documents and Settings\scerrel!\Local Settings\Templnotes87944BI~web8617.htm 11/1/2011 
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Ms. Christine Dively 
Certis USA, L.L.C. 
9145 Guilford Road, Suite 175 
Columbia, MD 21046 

Subject: EPA File Symbol 70051- RNI and RNT, CX-9030 and CX 9032 
Modifications Required to Labels submitted and October 17, 20 II and CSF 

Dear Ms. Dively, 

The following modifications are needed to be made to your product labels for the above listed products. 
Once these changes are made, please email a PDF of the labels to ensure that the file doesn't reformat on my 
computer. 

The minimum colony forming units (CFU) values on the labels and the CSFs must agree. 

On the basic formulation ofCX-9030, the CFU per a gram listed does not match that listed on the label. 

The following changes are required for the CX-9030 label. 

On page 1: 

I. Insert a summation line beneath "75%." 

On page 2 of the CX-9030 label: 

2. Delete "Wash hands before eating, drinking, chewing gum, using tobacco, or using the toilet" under "User 
safety recommendations" heading as this information will be added to the precautionary statement. 

3. The last sentence in the General Information section referencing NOP must be removed because it is not in 
accord with the allowable language laid out in PR Notice 2003-1. 

On page 3 of the CX-9030 label: 
4. The Agricultural use Requirement box needs to be reformatted to fit on the page. 

On pages 5 and 6 of the CX-9030 label: 
5. Remove the phrase "including but not limited to" that appear after the general crop groupings. 

For the CX 9032label the following label changes are needed. 

On page 2 of the CX-9032label: 

6. Move the following text to the Agricultural Use Requirements Box. 

"Exception: !fthe product is soil injected or soil incorporated, the Worker Protection Standard, under 
certain circumstances, allows workers to enter the treated area ifthere will be no contact with anything 
that has been treated." 
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The last sentence in the General Information section referencing NOP must be removed because it is not in 

accord with the allowable language laid out in PR Notice 2003-1. Delete the phrase: "CX-9032 complies 

with the USDA National Organic Program (NOP)." 

On page 5 of the CX-9032label: 
8. Remove the phrase "including but not limited to" that appear after the general crop groupings. 

On page 10 of the CX-9032 label: 

9. In the table, it needs to be clear what substance is being measured. Is it the CX-9032 or a diluted 
mixture? Insert "CX-9032" so the rate heading reads: "Rate CX-9032/acre." 

On page 16 of the CX-9032 label: 

10. The specific use sites were not provided. In your phone message you expressed that you did not wish to 

add a lengthy list to this residential label. The general groups with some examples would be adequate to 

clarify for the home owner where your product should be used. 

Please contact Susanne Cerrelli, if you have any questions about the content of this letter. 
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Re: *Confidential: B. amyloliquiefaciens 0747 BRAD - please indicate if you 
concur with comments - preferably by 10/21 and Endocrine disruption 
question Cl 
Joel Gagliardi to: Susanne Cerrelli 10/18/2011 01 :37 PM 
This message is encrypted and digitally signed. 

From: Joel Gagliardi/DC/USEPNUS 

To: Susanne Cerrelli/DC/USEPNUS@EPA 

Susanne, 
I am fairly sure that this is not confidential since it is a public documents. 
As far as endocrine effects, I do not know of any cases where a microbe, which primarily affect animals by 
an infection process, could also affect the endocrine system through the infection process. I think if an 
infection were to occur there would be general effects not endocrine specific - in this case B. 
amyloliquefaciens D747 was shown to not be infective. 
The other issue is unintentional ingredients, or metabolites. Sometimes foodborne illness for insta?ice is 
due to toxin production, or the bad outcome of an infection is due to toxin production and not just the 
infection. There is a very remote possibility that a microbial metabolite could have endocrine effects, 
though since most hormones are cholesterol derivatives and microbes do not use cholesterol for their cell 
walls like eukaryotes, I know of no instances where this occurs. I wrote up in the DER a bit about 
metabolites including enzymes and antibiotic production though we have no evidence of either for D747. 
"Bergey' s Manual mentions that Bacillus amyloliquefaciens are sources of industrial a-amylase 

and protease enzymes. The Manual of Clinical Microbiology (9th edition) mentions that dried 
food such as spices, milk powder and grains .9ften contain large amounts of Bacillus spores." 
Size has little to do with the issue. ;. 
Good work on the updated CSFs and label. " 
Joel 

***************************************************************** 

Joel V. Gagliardi, Ph.D. 
U.S. Environmental Protection Agency, Mailcode 7511-P 
OCSPP, OPP, BPPD, Microbial Pesticides Branch 
1200 Pennsylvania Avenue, NW 
Washington, DC 20460 

703-308-0116 - phone I 703-305-0118 or 703-308-7026 - fax 
http://www.epa.gov/pesticides/biopesticides 
***************************************************************** 

Susanne Cerrelli From: Susanne Cerrelli/DC/USEPA/US To: Joel. .. 

From: 
To: 
Date: 

Susanne Cerrelli/DC/USEPNUS 
Joel Gagliardi/DC/USEPNUS@EPA 
10/18/2011 11 :25 AM 

10/18/2011 11 :25:32 AM 

Subject: *Confidential : B. amyloliquiefaciens D747 BRAD - please inicate if you concur with comments -
preferably by 10/21 and Endocrine disruption question 

Joel-

Before I send this to DRT or Keith I wanted to check if you can concur with comments on the science 
content. 

I also need to check with you about a paragraph for the endocrine disrupter section. 
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Certis needs to make changes to CSF to be in compliance for product chemistry, On this round there is 
typo and math error on CSF, but I wrote BRAD as if CSF corrected since time is limited . 
So I realize if you concur you need to concur with that condition that the CSF and label are corrected. 

Please let me know if any other corrections needed to Executive summary, Product 
chemistry/characterization FQPA, human health assessment , and tables in Appendices. 

I will need update Bibliography later, as some data were submitted that did not have MRIDs. 

If you need anything , please let me know. 

[attachment "D747 BRAD started6.docx" deleted by Joel Gagliardi/DC/USEPA/US) 

Thanks!! 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511 P) 

'·~· 
703-308-8077(w) ··.,. 
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Ms. Christine Dively 
Certis USA, L.L.C. 
9145 Guilford Road, Suite 175 
Columbia, MD 21046 

Subject: EPA File Symbol7005l- RNI and RNT, CX-9030 and CX 9032 
Modifications Required to Labels submitted and September 23, 2011 and CSF 

Dear Ms. Dively, 

The following modifications are needed to be made to your confidential statement of formulas (CSFs) and 
product labels for the above listed products. We are currently evaluating your "Organic" claims and may require 
additional changes to the label at a future date. 

The minimum colony forming units (CFU) values on the labels and the CSFs must agree in order to 
upgrade the submitted Product Identity and a characterization data to acceptable. 

On the basic and alternative formulation ofCX-9030, the CFU per a gram listed does not match that listed on the 
label. 

On the basic and alternative formulation of CX-9032, the CFU per a gram listed was not listed. The CFU/g listed 
on the CSF must indicate the microbial activity and the number listed must match that listed on the label. 

The following changes are required for the CX-9030 label. 

On page 1: 

1. Insert a summation line beneath "75%." 
2. Correct the colony fonning units (CFU) per gram." 
3. Ensure that the appropriate font is used when preparing the final printed labels. (Consult page 3-12 of the 

label review mamml). 
4. For both the first aid and precautionary statement sections, the text may be modified because the acute 

dennal acute inhalation and skin irritation were toxicity category 4. Certis must list the "IF IN EYES" 
first aid statement first. The "IF ON SKIN" or "IF INHALED" first aid statements may be removed. 

5. I suggest the following precautionary statement under "Caution:" 

Causes moderate eye irritation. Prolonged or frequently repeated skin contact may cause allergic 
reactions in some individuals. Avoid contact with eyes or clothing. Avoid breathing spray mist. Wash 
thoroughly with soap and water after handling and before eating, drinking, cheu'ing gum, using tobacco 
or using the toilet. 
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On page 1 and 2 of the CX-9030 label: 

6. Edit the" PERSONAL PROTECTIVE EQUIPMENT (PPE)" section to read as follows 

PERSONAL PROTECTIVE EQUIPMENT (PPEI 

Applicators and other handlers must wear: 

• Long-sleeved shirt and long pants 

• Waterproof gloves 
• Shoes plus socks 

"Mixer/loaders and applicators must wear a dust/mist filtering respirator 
meeting NIOSH standards of at least N-95, R-95, or P-95. Repeated 
exposure to high concentrations of microbial proteins can cause allergic 
sensitization." 

Follow manufacturer's instructions for cleaning and maintaining PPE. In no instructions are available, use 

detergent and hot water for washobles. Keep and wash PPE separately from other laundry. 

When handlers use closed system sf enclosed cabs, or aircraft in a manner that 
meets requirements listed in the Worker Protection Standard (WPS) for agricultural 
pesticides, the handler PPE requirements may be reduced or modified as specified 
in the WPS. 

On page 2 of the CX-9030 label: 

7. Delete "Wash hands before eating, drinking, chewing gum, using tobacco, or using the toilet" under 
"User safety recommendations" heading as this information will be added to the precautionary statement. 

8. Put the "Agricultural usc Requirements" in a bordered text box after the "Direction for use" heading. 
9. Put the Storage and disposal information in a bordered text box and move it to the "Direction For Use 

Section." 

On page 3 of the CX-9030 label: 
10. All the text belongs in the "Direction For Use Section." 

On page 4 -5 of the CX-9030 label: 
11. Insert "State or Tribal" text in the second sentence so that it reads: 

"For any requirements specific to your State or Tribe, consul! the State ar Tribal agency respansible for 
pesticide regulatian ". 

12. Remove the phrase "including but not limited to" that appear after the general crop groupings. 

On pages 7-9 of the CX-9030 label, the application rates require clarification: 

13. There is a large range in dosage applied with soil, spray, drench and ehemigation (8 -12 fold). Can 
you give more guidance as to when a low rate or medium rate is adequate? If it is based on crop it 
may be better to add the information to the use site table. The clearer the instructions the more 
likely the product will work as intended. 
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14. The label needs to indicate the quantity of water to be applied per acre to achieve efficacy, but not cause 
runoff or excessive leaching. A range of quantities may be appropriate. 

15. The spray drench and chemigation instructions need to give an indication of area of coverage. 

On page 10 of the cltemigation portion of the label: 

16. Modify the first paragraph as listed below: 

Apply this product R through p-ressuri=ed irrigation systems such tiS drip (trickle) irrigation 
(including micro-irrigation through spaghetti tubes or individual tube!>) or sprinkler irrigation 
(including impact or microsprinklers, overhead boom, solid set, lateral move, end tow, side-roll, center 
pivot, or hand move, including mist-type systems); or with hand-held calibrated irrigation equipment 
(such as a hand-held wand with injector). Do not apply this product through any other type of 
irrigation system. 

17. The earlier mixing directions need to be refered to if appropriate. For chemigation, the following subjects 

must by addressed using the registrants own wording: 

a. Indicate whether agitation is or is not recommended in the pesticide supply tank. If it is not 
always recommended, identify the situations when it is recommended (e.g. when tank mixing 
with other pesticides or fluid fertilizers). 

b. Indicate if the pesticide is to be applied continuously for the duration of the water application. If 
not, indicate when during the water application the pesticide is to be applied. 

c. Provide mixing instructions for dilution of the pesticide in the supply tank. 
18. How much water per an acre (or other measured area) is needed for application? The label needs to 

indicate the quantity of water to be applied per acre to achieve efficacy, but not cause runoff or excessive 
leaching. A range of quantities may be appropriate. 

On page 12 of the CX-9030 label: 
19. Insert the phrase "To the extent consistent with applicable law," in the warranty paragraph preceding the 

sentence that states "buyer assumes all risks of use, storage, or handling of this material not in strict 
accordance with directions given herein." 

For the CX 9032 label the following label changes are needed. 

On page 1 and 15 of the CX-9032 label: 
20. The nominal concentration of the active ingredient needs to be listed (which is 98.9%) and the other 

ingredients corrected accordingly (I .I%). 
21. Insert a summation line above the I 00.00% listed. 

22. Correct the minimum colony forming units (CFU) per gram, so that it is correct and matches what is 
listed on the most current CSF. 

23. For both the first aid and precautionary statement sections, the text may be modified because the 
referenced acute dermal acute inhalation, eye irritation and skin irritation were toxicity category IV. In 
this case the First Aid text is not required. 

24. Suggested Precautionary statements are as follows: 

257



4 

Prolonged or frequently repeated skin contact may cause allergic reactions in some individuals. 
Avoid contact with eyes or clothing. Avoid breathing spray mist. Wash thoroughly with soap and 
water after handling and before eating, drinking, chewing gum, using tobacco or using the toilet. 

On page 2 of the CX-9032 label: 

25. Insert "For Terrestrial Uses:" at the start of the Environmental Hazard Section. 
26. Edit the" PERSONAL PROTECTIVE EQUIPMENT (PPE)" section to read as follows 

PERSONAL PROTECTIVE EQUIPMENT (PPE) 

Applicators and other handlers must wear: 

• Long-sleeved shirt and long pants 
• Waterproof gloves 

• Shoes plus socks 

"Mixer/loaders and applicators must wear a dust/mist filtering respirator 
meeting NIOSH standards of at least N~95, R~95, or P-95. Repeated 
exposure to high concentrations of microbial proteins can cause allergic 
sensitization." 

Follow manufacturer's instructions for cleaning and maintaining PPE. In no instructions are available, use 

detergent and hot water for washables. Keep and wash PPE separately from other laundry. 

When handlers use closed systems, enclosed cabs, or aircraft in a manner that 
meets requirements listed in the Worker Protection Standard (WPS) for agricultural 
pesticides, the handler PPE requirements may be reduced or modified as specified 
in the WPS. 

27. Delete "Wash hands before eating, drinking, chewing gum, using tobacco, or using the toilet" under 
"User safety recommendations" heading as this information will be added to the precautionary statement. 

28. Move the "Agricultural use Requirements" box to the "Direction For Use Section." 

On page 3 of the CX-9032 label: 
29. All the text belongs in the "Direction For Use Section." 

On pages 5~7 of the CX-9032label: 
30. Insert "State or Tribal" text in the second sentence so that it reads: 

"For any requirements specific to your State or Tribe, consult the State or Tribal agency responsible for 
pesticide regulation". 

31. Remove the phrase "including but not limited to" that appear after the general crop grm1pings. 

On pages 8 of the CX-9032 label: 
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In the last paragraph, insert "ofCX-9032" so that the second sentence reads: 

Mix CX-9032 in water and apply as a spray at a rate of 0.5 to 6 quarts ofCX-9032 per acre in sufficient water to 
achieve thorough coverage of the crop canopy with minimal runoff. 

On page 10 of the CX-9032 label: 

32. In the table, it needs to be clear what substance is being measured. Is it the CX-9032 or a diluted 
mixture? Insert "CX-9032" so the rate heading reads: "Rate CX-9032/acre." 

On page 12 of the chemigation portion of the label: 

33. Modify the first paragraph as listed below: 

Apply this product lill through presswized irrigation systems such as drip (trickle) irrigation 
(including micro-irrigation through spaghetti tubes or individual tubes) or sprinkler irrigation 
(including impact or microsprinklers, overhead boom, solid set, lateral move, end tow, side-roll, center 
pivot, or hand move, including mist-type systems); or with hand-held calibrated irrigation equipment 
(such as a hand-held wand with injector). Do not apply this product through any other type of 
irrigation system. 

On pages 14 and 17 of the CX-9032label: 

34. Insert the phrase "To the extent consistent with applicable Jaw," in the warranty paragmph preceding the 
sentence that states "buyer assumes all risks of use, storage, or handling of this material not in strict 
accordance with directions given herein." 

This box may be placed anywhere in the Directions for Use section of the label after the Agricultural Use 
Requirements box and must contain the following statements (PR Notice 93-7, Supplement 3): 
''Non-Agricultural Use Requirements 
The requirements in this box apply to uses of this product that are NOT within the scope of the Worker Protection 
Standard for agricultural pesticides (40 CFR Part 170). The WPS applies when this product JJ· used to produce 
agricultural plants on farms, forests, nurseries, or greenhouses". 
In addition, place into the Non-AgriC11ltural Use Requirements box all the entry restrictions, notification 
requirements, or other statements and instructions (except personal protective equipment requirements) that apply 
to the non-WPS uses on the label. Examples: "Keep children and pets out of the treated area until sprays have 
dried"; or, "Keep unprotected persons out of treated areas until sprays have dried". 

On page 15 of the CX-9032label: 

35. ''Residential Use" is preferred over the term "Homeowner Use." 

On page 16 of the CX-9032label: 

36. How much water per an acre (or other measured area) is needed for application? The label needs to 
indicate the quantity of water to be applied per acre to achieve efficacy, but not cause runoff or excessive 
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leaching. A range of quantities may be appropriate. How much water is "sufficient water to move the 
product into the roots? For residential treatment very specific directions that specify the amount of CX-
9032 spray solution per a 1000 square feet are recommended and appropriate. 

37. The specific use sites were not provided. What plants in the home garden are to be treated with CX-
9032? A list of specific use sites needs to be provided in the directions for use section 

Please contact Susanne Ce!relli, if you have any questions about the content of this letter. 
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CBI Statement 
Dively, Chris 
to: 
Susanne Cerrelli 
10/21/2011 05:02PM 
Cc: 
"Dively, Chris" 
Hide Details 
From: "Dively, Chris" <cdively@certisusa.com> 

To: Susanne Cerrelli/DC/USEP AIUS@EPA 

Cc: "Dively, Chris" <cdively@certisusa.com> 

History: This message has been forwarded. 
Dear Susanne, 

Page I of I 

On behalf of Certis USA, information that was submitted to EPA in support of D-747 petition and registration 
outside of the Section 158 Guidelines are not claimed as CB!. All product chemistry information, including 
Confidential Statements of Formula, Product 10 and characterization, product properties information, all 
analytical data, and other manufacturing process data is claimed as Confidential Business Information per PR 
Notice 86-5. 

Sincerely, 

Chris Dively 
Director of Regulatory Affairs 

Susanne: If this statement is not what you are referencing please let me know. 

file://C:\Documents and Settings\scerreli\Local Settings\Temp\notes87944B\-web 1611.ht... I 0/25/20 II 
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CBI Statement 
Dively, Chris 
to: 
Susanne Cerrelli 
10/21/2011 05:02PM 
Cc: 
"Dively, Chris" 
Hide Details 
From: 11 Dively, Chris" <cdively@certisusa.com> 

To: Susanne Cerrelli!DC/USEPA/US@EPA 

Cc: "Dively, Chris" <cdively@certisusa.com> 

History: This message has been forwarded. 

Dear Susanne, 

Page 1 of 1 

On behalf of Certis USA, information that was submitted to EPA in support of D-747 petition and registration 
outside ofthe Section 158 Guidelines are not claimed as CBI. All product chemistry information, including 
Confidential Statements of Formula, Product ID and characterization, product properties information, all 
analytical data, and other manufacturing process data is claimed as Confidential Business Information per PR 
Notice 86-5. 

Sincerely, 

Chris Dively 
Director of Regulatory Affairs 

Susanne: If this statement is not what you are referencing please let me know. 

fi1e://C:\Documents and Settings\scerrell\Local Settings\Temp\notes87944B\-web 161l.ht... 10/25/2011 
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Required: 

Optional: 

Description' 

Bacillus amyloliquiefaciens strain 0747 Team meeting 
Calendar Entry 
Tue 11/01/2011 11:00 AM - 11:30 
AM 
Rooms: BPPD Conference Room- S-8771/Polomac Yard One@EPA 

Joel Gagliardi/DC/USEPA/US@EPA, John Kough/DC/USEPA/US@EPA, Shannon 
Borges/DC/USEPA/US@EPA, Sheryl Reilly/DC/USEPA/US@EPA 

Alan Reynolds!DC/USEPA/US@EPA 

Goal- To clarify any remaining issues and update team on status. Please if anyone has specific questions for 
0747 or Agenda items, please let me know. 

Sheryl Reilly has the current BRAD. 

The only outstanding dala identified in lhe BRAD that will be required is: 

As a term of the registration CX-9032 EP, the registrant must submit the following data within 
one year of this product's registration: 

(I) Storage Stability (OCSPP Guideline 830.6317) and Corrosion Characteristics (OCSPP 
Guideline 830.6320): The results of a one-year storage stability and corrosion characteristics 
study. 

Right now I am waiting for Dively to fix labels, again. She fixed the CSFS and ingredient 
statement on the labels. She just didn't address other items I need. If they don't remove one 
organic claim they will not get NOP claim approved for one of their labels, and I may be forced 
to issue registration with label requirement comments on the labels. Chris Pfeifer is waiting 
for label amendment before he processes further. 

The tolerance exemption FR Notice is with Keith Matthews. It has not gone to OGC yet. 

Shannon- can you email me the phone number I should use to contact you offsite? 

-THANKS!! 
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CHEMICAL ;AME/PESTICIDE CHEMIC1 
REQUEST ~ORM 

CODE(PCC) 

CR# /1• '-!:f.. I 

REQUESTOR NAME: :::> u SAN rJE CG«tffi.. Request date: 

Tel: 3<>~- '{,D7? I ORG.: l';f'fV I CUBE: MAIL CODE: 7 s-iltJ 

CSF ATTACHED: 
~ES If CSF is attached complete Item A and the chemical name in item C. 

I I NO If CSF is not attached complete Item A through C. 

A. INFORMATION REQUIRED: 
Jd. Check Applicable Category 

II Provide PCC and Tolerance Exemption Status For Food-Use Inert ingredient (s). 

'* II 
II 

Provide PCC for Non-Food Use inert Ingredient (s). r , , .1--- Q.v) 
ProvidePCCforActivelngredient(s). -:p f001E CoV\~''1' \'VI. ~ (\ 
Provide PCC for Dye. {\to \f\'..Cv\.c..l"'-hv<2... E'o .;-
Determine if Fragrance is Acceptable for Use In Formulation. 
Other(Describe): sh i \ Pc uh 

B. PESTICIDE PRODUCT INFORMATION: 

EPA Reg. No/File Symbol: 106')\-;f1r, ,;:( Product Name: c 'f-- -'1 0 so + -'"' x ..__ 

Registrant: ee_..~-,, Lee Food-Use Pesticide: )(ves [ [No 

Percent in Formulation (for fragrance or dye): '2-'5 c_.,j 9'[,"5'>-

C. INGREDIENT INFORMATION: 

Ingredient No.1 INFORIVIATION REPORTED: 

Chern. Name: "fu,~ (\,<, O.A,,,Io I '0"-"-~MS st.~ JJ-7'fr PCC: 

9o3 / 

Trade Name: 
~ 

TOL. STATUS: 
~ )t.<l.<--y"h iH'V 

'>I'll p"o"'• 56 

CAS Reg. No.: f0(A- OTHERINF.: fJ4-J 4-::r. 
I d' t N 2 nco "" 0. : 

Chern. Name: PCC: 

Trade Name: TOL. STATUS: 

CAS Reg. No.: OTHERINF.: 

I d' t N 3 ngre "" o. : 

Chern. Name: PCC: 

Trade Name: TOL. STATUS: 

CAS Reg. No.: OTHERINF.: 

Completed By: 
Date Completed: 
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July 20, 2010' 

Dr. Yosbihlro Maeda 

United St'!te5 Department of Agriculture 

Research, EducaUon and Economics 
Agricultural Research Service 

Kumiai Chemical Industry Company 
4-26 Ik:enohata 1 ~cbome 
Taitoh-ku, Tokyo 110-8782 
JAPAN 

Dear Dr. Maeda: 

Your check for $500.00 arrived on July 19, 2010 for the deposit under the Budap?St Treaty of the 
below listed strain into the Agricultural Research Service: {ARS) Patent Culture Collection. 
Therefor~ I am now able "to send you tbe International Receipt Folll.l (BP/4) and the Viability 
Statement for: 

Name 
Bacillus sp. 

Strain Designation 
D747 

NRRLNumber 
NRRL B-50405 

I will send, under separate cover, our lyophilized preparation for this strain. As soon as you 
confirm the equivalency ofthls preparation to your original deposit, complete, sign, and return 
tbe.original Viability Statement to me. 

Sincerely, 

~~ 
J. L. Svrezey, Collections Manager 
ARS Culture and Patent Culture Collections 
Bacterial Foodbome Pathogens and Mycology Research Unit 
Tel: (309) 68!-6398 
Fax: (309) 68!-6672 
Email: James.Swezey@ars.usda.gov 

2 Enclosl.!l'es · 
: ' ·,: . 

MldWtmtArca • National C~:nterfor Agricultural Utilization Rrwl!<lreh 
BnctDrial Foodbom!l Pilthog~n!l" & MycoiD!IY Research Unit 

1815 N Unil'etsltyStrect • Prorla, ll!inol$ 51604 
Phone: {309) S61·S5SO • Fax: {30!1) 6B1-<i57Z • E·meil: Olanna.Ha!cumb@a~.usda.gov 

ARS Cui lull! Collaction {NRRL} Website: http://nrrl.ncaur.usd;igov 
M~Oppc!lunllyEm;liDY"r 

... 
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BUDAPESTT.REA.TYONU:lEINI:BRNATIONALRECOGNITIONOFTHEDEPOSIT 
OFh.ITCROORGANlliNffiFORTHEPURPOSEOFPA~PROCEDURES 

INTERNATIONAL FORM 

TO 

P.a.teut Dept. 
I<Ul'vrrAI Che.m.ical!ndustty Co.L'ID 
<-26 
.Thenohata 1-Chome 
'Thitoh-ku 
Tokyo 110-8782 
Jnpm 

NAMEANDADDRESSOFTHEPARTYTOWHOM 
THE VIABIIJTY STA'IEMENTJS ISSUED 
I. DEPOSITOR 

Name: Dr. Milc:dn 
Kmniai Chemical Iodustty Co. 
4-26 

Address: Ikeoohat:t 1-Chome 
Tllitoh-ku 

Tokyo 110..8782 
Japan . 

IlL (a) VIAJliLITY STATEMENT 

Deposit was fOund: 
[Sj,.ZV.Iable 0 ZNonv.iableon lune ~Q, 1,Q10 

YIABlLITY STATEMENT 

issued pursuant to Rule 10.2 by the: 
INTERNATIONAL DEPOSITARY AUTHORTIY 
ldciltified at the bottom of this page 

U. IDENTIFICATION OF THE MICROORGANISM 

Depositqt:'s taxonon:Uc designation and accession number 
given by the INTERNATIONAL DEPOSr:rARY 
AUIHOI\ITY 
Badlba .sp. 
NRRL B-50405 
Date of: JU!le 29,2010 
J3. Original Dopooit 
0 New Deposit 
0 Rep.ropagation ofO..tiginalDeposit 

(Date) 
Iute.tnational. Depositru;y Authority's pre:pamtion was found viable on Jul~ 3, 2010 (Date)3 

m. (b) DEPOSITOR~ EQUIVALENCY'DECI..I\RATION 
Depositoc dere.nni.ued the Iutem.'ttiona.l Depositru:y Authority's p.t:epamtion WllS 

0 :!Equivalent 
0 ZNot equivalent to deposit on (Dare) 

Signature ofDcpositor 

ri. CONDIDONS UNDER WRICHT.HE VIABILITY TEST W.AS PERFORMED (D~positors/Depositnry).;. 

V. INTERNATIONAL DEPOSITARY AUTHORITY 
N=e Agcic:ultura!Research Cultw:e Signntw:e(s) of petSo.o(&) having the power to represent the 

Collection (NIUU.) 
Intematlooal Depositnty Authority 

Address~ 1815 N. University Street 
'. Peori.1, Illinois 61604 U.S.A, 

Int""'tiowtiD,po•~~'uthoili,d offidru(•)• 

7- ;r.v-Jc;, Date: 

' ' di~tt: thecb~nfch: orl :nil d oritor>Vhon:l nt:I.V d !n g: "'' opo.s 
> Hotk with :1. cro .. th::pplicbk bGl:; 

it.b:u been m:de.. 

> In tho:"'-'"" tdi:ucd m in Rute lll.2{:1Jfu) ru::~d (iii}, Icl'or to th.. =~trc=ttvl3bilitr =~ 
• Fill U. ifth!>iflfi>nn:ttion t~ boen ~ 
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July 20, 2010' 

Dr. Yoshihiro Maeda 

Unltotf S!a~ Department of Agriculture 

Researeh,Educa!lon and Economics 
Agrlcultui.!l Research Service 

Kumiai Chemical Industry Company 
4-26 Ikenohata I·chome 
Taitoh-ku, Tokyo 110-8782 
JAPAN 

Dear Dr. Maeda: 

Your check fur $500.00 arrived on July 19, 2010 for the depositundertheBuda~ Treaty ofihe 
below listed strain into the Agricultural Research Service (ARS) Patent Culture Collection. 
Therefore, I -am now able1o send you the International Receipt Form (BP/4) and the Viability 
Statement for: 

Name 
Bacillus sp. 

Strain Designation 
0747 

NRRLNumber 
NRRL B-50405 

I will send, under separate cover, om lyophilized preparation for this strain. As soon as you 
confirm the equivalency of this preparation to your original deposit, i::Ompiete, sign, and return 
the.origina1 Viability Statement to me. 

Sincerely, 

IJ.w 
J. L. Swezey, Collections Manager 
ARS Culture and Patent Culture Collections 
Bacterial Foodbome Pathogens and Mycology Research Unit 
Tel: (309) 681-6398 
Fax: (309) 68!-6672 
Email: James.Swezey@ars.usda.gov 

2 Enclost.,tres. 
·.. . '• ;, 

MldWust.Arca • Natlom.ll Center for Agricultural Utilization R!!S!!1ll'Ch 
811ctDrilll Food Porno Pathc.s;rons & Mycology Re5eareh Unft 

181.5 N Univcl'!llty Street· Peoria, l!linol:'i 5 fSD4 
Phone: {SOS) 661·5560 • Fil:l:: {309) 581-S572 • E-mail; Olanna.Halcumb@ars.u!<da.gov 

ARS Culluro Collection {NRRI.) Website: h!±p:llnrrl.neaur.usdli.gov 
An Eq\:l!Of'I'Orlur:lty ftlT,lloyu 
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BUDAPEST TREATY ON T.f:IS INTERNATIONAL llECOGNlTION OF THE DEPOSIT 
OF .MICROORGANISMS FOR 1i-IE PURPOSE OF PATEN!' PROCEDURES 

INIERNATIONAL FORM 

TO 

Patent Dept. 
KUMIAI Chemic:tlinduso:y Co. LID 
4-26 
Ikenohnt;L1-Chome 
Ta.itoh-ku 
ToJ..-yo 110-8782 
Jnpm 

Ni~NEAND ADDRESS OFTBE PARTY TO WHOM 
THE VIABIUTY STA1'EMENT1S ISSUED 
I. DEPOSITOR 

Name: Dr. Maeda 
Kllmi:ti Cbem.ic:il Iodusll:y Co. 
4-26 . 

Address: Ikenohat:t 1-Chom.e. 
Taitob-ku 

Tokyo 110-8782 
Japan . 

III. (a) VIABILITY STATEMENT 

Deposit wns fouad: 
f3,2.V.table 0 ZNonv.iable on June~Q, W10 

issued pursuant to Rule 10,2 by the 
:w:r.ERNATIONALDEPOSITARY AUTHORITY 
idehti£ed at the bottom of this page 

II, IDENTIFICATION OF Tim MICROORGANISM 

Deposi.to,r's taxonomic designation and nccess::ion number 
given by the INTERNATIONAL DEPOSr;rA.RY 
AUTHORITY 
Badllnr -!P· 
NRRL B-50405 
Date of: June29,2010 
/SI..Origiruli Deposit 
0 New Deposit 
0 Repropagation of Original Deposit 

(Dote) 
Intemational Deposit:u:y Authority's pteparation was foll!ld viable on July 3, 201Q (Date)J 

III. (b) DEPOSITOR'S EQUIVALENCY DECLARATION 
Deposltoc deteonined the Io.temnrional Depositaty Authority's p.repa.mtion wns 
0 :!Equivalent 
0 ZNot equivnleat to deposit on (Dore) 

Siguntute ofDepositor 

rV. CONDffiONS UNDER WHICH TirE VIABILITY TEST WAS PERF01Uv!ED __ (.Q~ositors/D~ositl'.ry)_4 

V. INTERNATIONALDEPOSITARYAUTH:ORITY 
Name: Agricultural Research Culture · Sign:lture(s) of perso.o(s) having the power to s:epn!sent the 

Collectioo {NRRL) 
Inb!m.atiooal Deposit.'l.o/ Authority 

A-ddtess: 

lntomaoona1Dopo'i~'utbori2od offiohl(•J 

1815 N. Univ~ty Street 
';. Peoria, Illinois 6!604 U.S.A. D:lte: 7-;l.V-Je 

' . .. . . ' lmfico: til= !bu: of th- cngtnil &pen~ ct Wh"'l ~ nt:IV d"ilcnt h:i3 bc::n m:~de.. 
: M~<k with o. .:mn !h: :pplit:>bk: bnx. 
, m tbe <::!lOa n:fattd tc inrtul: 10.2(,}(a) :m<l {WJ, :;db: tc ~mo~t<l:amtvhbilityn=:;t. 
<Fill in lfilietl.f=n:tticn !uo: bo<:n rt<j~l!:d. 

268



Cert is 
USA, LLC 
Company Number: 70051 

• 
Bacillus amyloliquefaciens strain D-747 

• 

Response to BPPD Health Effects and Product Chemistry Data Review for 70051-RNT and 
70051-RNI; Pesticide Petition OF7760 

OCSPP Guidelines: 885.1100, 885.1200, 885.1300, 885.1400, 830.1800, 830.6302, 830.7950 

Potential A!Jergenicity 
The protein source used in the fermentation process of B.amyloliquefaciens a. i. (animal, plant, 
marine) is  

 
 

 
 

 
 

Clarification of the test material used in the acute toxicity studies 

The test material used in the Acute Eye Irritation study and Acute Denna] Initation study was 
the end use fom1Ldation, which is the fonnulation listed on the CSF for CX-9032. The test 
material description or  

 Please refer lo the Certificate of Analysis for forther clarification . 
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label Changes needed CX- 9030 and CX-9032 Please see attached file- I will 
call you today Q 
Susanne Cerrelli to: Dively, Chris 10/18/2011 10:08 AM 

label notes3 no CBI.docx 
I also need some minor math corrections and typo corrections for JatestCSFs. 

I will call you at 11 today if tha1 is ok with you. Will Certis allow us 1o discuss some CBJ Nems on the 
phone? 

Regards, 

Susanne CerrelJi 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511 P) 

703-308-8077(w) 

"Dively, Chris" Hi Susanne, I am sending the WORD docs. of b ... 

From: 
To: 
Cc: 
Date: 
Subject 

Hi Susanne, 

"Dively, Chris" <cdively@certisusa.com> 
Susanne Cerrelli/DC/USEPAIUS@EPA 
"Dively, Chris" <cdively@certisusa.com> 
10/17/2011 02:57PM 

10/17/201102:57:38 PM 

Jam sending the WORD docs. of both the labels, removing all references to OMRJ listing or OMRI 

approval. 

Thanks for your comments. 

>t, 
's[attachment "CX-9032EPArevise1014 Draft Labei14JuJ2010 (3).docx" deleted by Susanne 

'lli/DC/USEPA/USJ (attachment "CX-9030Revised Draft LabelperEPA.101411.docx" deleted by 
1e Cerrelli/DC/USEPA/US) 
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Ms. Christine Dively 
Certis USA, L.L.C. 
9145 Guilford Road, Suite 175 
Columbia, MD 21046 

Subject: EPA File Symbol70051~ RNl and RNT, CX~9030 and CX 9032 
Modifications Required to Labels submitted and October 17, 2011 and CSF 

Dear Ms. Dively, 

The following modifications are needed to be made to your product labels for the above listed products. 
Once these changes are made, please email a PDF of the labels to ensure that the file doesn't reformat on my 
computer. 

The minimum colony forming units (CFU) values on the labels and the CSFs must agree. 

On the basic formulation ofCX~9030, the CFU per a gram listed does not match that listed on the label. 

The following changes are required for the CX-9030 label. 

On page 1: 

I. Insert a summation line beneath "75%." 

On page 2 of the CX-9030 label: 

2. Delete "Wash hands before eating, drinking, chewing gum, using tobacco, or using the toilet" under "User 
safety recommendations" heading as this information will be added to the precautionary statement 

3. The last sentence in the General Information section referencing NOP must be removed because it is not in 
accord with the allowable language laid out in PR Notice 2003~1. 

On page 3 of the CX-9030 label: 
4. The Agricultural use Requirement box needs to be reformatted to fit on the page. 

On pages 5 and 6 of the CX-9030 label: 
5. Remove the phrase "including but not limited to'' that appear after the general crop groupings. 

For the CX 9032 label the following label changes are needed. 

On page 2 of the CX-9032label: 

6. Move the following text to the Agricultural Use Requirements Box. 

"Exception: lfthe product is soil injected or soil incorporated, the Worker Protection Standard, under 
certain circumstances, allows workers to enter the treated area if there will be no contact with anything 
that has been treated." 
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7. The last sentence in the General Information section referencing NOP must be removed because it is not in 
accord with the allowable language laid out in PR Notice 2003N I. Delete the phrase: "CX-9032 complies 

with the USDA National Organic Program (NOP)." 

On page 5 of the CX-9032 label: 
8. Remove the phrase "including but not limited to" that appear after the general crop groupings. 

On page 10 of the CX-9032 label: 

9. In the table, it needs to be clear what substance is being measured. Is it the CX-9032 or a diluted 
mixture? Insert "CX-9032" so the rate heading reads: "Rate CX-9032/acre." 

On page 16 of the CX-9032 label: 

10. The specific use sites were not provided. In your phone message you expressed that you did not wish to 

add a lengthy list to this residential label. The general groups with some examples would be adequate to 
clarify for the home owner where your product should be used. 

Please contact Susanne Cerrelli, if you have any questions about the content of this letter. 
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EPA National Organic Program Labeling Request Checklist 
Reviewer Name: Chris Pfeifer 

Product Name: CX 9030 (EPA Reg. No. 70051-RNI (108)) 

Determination: Not Permitted 

RAL: Susanne Cerrelli 

Completion Date: 10/13/11 

Receipt Date: 9/30/11 

Active Ingredients History - Is the active ingredient on the BPPD list of previous NOP Y 
approvals (f:/USERISHARE/BPPD/Organic/Copy of NOP/allowableble.pdf or ALLOWED.xls )? 

-Are all of the found on the 2004 EPA list Y 

Inert Ingredients- Have any been recently revoked 

Use Sites- Are all the product's use sites within the scope of the designated use patterns cited in Y 
the National List? 

Language- Is the requested label language allowable. (Acceptable language includes: "For Use Y* 
in Organic Production"; "For Organic Production"; ''For Use in Organic Gardening''; "For 
Organic Gardening"; "OMRI Listed'; the OMRI logo; and the three leaf EPA NOP Logo. 

OMRI Certification- Does the have a current OMRI certificate? 

#I) The ai is approved for organic use. The source of ai is not GM. There are no intentionally 
added ingredients in the ai source that are not consumed or accounted for; and none of the 
impurities are of toxicological significance. 
#2) The inert ingredients are all List 4 and NOP compliant. Acceptable MSDS were provided for 
all inert ingredients; and the composition of the mixtures were validated in OPPIN. 
#3) The use sites for the product are all pre-harvest agricultural, and are acceptable per the 
Organic Production Standard. 
#4) The label claims "For Organic Production" and "OMRI Listed" are appropriate for the use 
pattern on this agricultural label. 
#5) Because this product is presently unregistered, the product cannot receive an OMRI 
certificate. It is a reasonable expectation, however, that the registrant will receive a certificate 
upon application. As such, the registrant can add the "OMRI Listed" claim to the label with the 
following terms: 
a) The registrant must add a parenthetical statement to the OMRI claim on the draft label 

indicating that it is a placeholder. The self-evident expression "(placeholder)" is adequate. 
The Registration Notice must create a term which requires submission of the OMRI 
certificate to the Agency once it has been received. 

#6) The last sentence in the 'General Information' section referencing the NOP (p.3 of 12) 
must be removed because it is not in accord with the allowable language laid out in PR Notice 
2003-1. 
#7) The OMRI claims laid out on p.l2 of 12 must be qualified as 'placeholders.' 

Do Not Permit NOP of this 

' 

N 

This review contains CONFIDENTIAL INFORMATION (CBI). Do not release this document to the 
registrant if it contains confidential information on proprietary mixes. 

Program Links- National Organic Program (AMS- NOP); PR Notice 2003-l (PR Notice 2003-l) 
BPPD Guidance Oocumcnl- Other !lems May be Required 
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Active Ingredient: 

CX-9030 place~holder for OMRI Seal 

Water Dispersible Granular Biofungicide 

For Organic Production 

Bacillus amyloliquefaciens strain D747* ........................................................ 25.0% 
Other Ingredients ...................................................................................................... 75.0% 
Total .......................................................................................................................... I 00.0% 

*Contains a minimum of5x1010 colony~ forming units (cfu) per gram 
EPA Reg. No. 70051- 01\IT 

EPA Est. No. 70051-CA-001 Kj \i-
Manufactured by: Certis USA, L.L.C. 

9145 Guilford Rd., Suite. 175 
Col wnbia, MD 21 046 

NET WEIGHT: 5 LBS 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 
FIRST AID -Agricultural Use 

IF ON SKIN: Take off contaminated clothing. Rinse skin with plenty of water for 15-20 minutes. 
Call a poison control center or doctor for further treatment advice. 

IF IN EYES: Hold eyes open and rinse slowly and gently with water for 15-20 minutes. Remove 
contact lenses, if present, after the first 5 minutes, then continue rinsing eye. Call a poison 
control center or doctor for further treatment advice. 

IF INHALED: Move person to fresh air. If person is not breathing, call 911 or an ambulance, 
then give artificial respiration, preferably mouth-to-mouth if possible. Call a poison control 
center or doctor for further treatment advice. 

Have the product label with you when calling a poison control center or doctor. 
Hot Line No.:I-800-255-3924 

PRECAUTIONARY STATEMENTS - Agricultural Use 

HAZARDS TO HUMANS & DOMESTIC ANIMALS 
CAUTION 

Harmful if absorbed through skin. Harmful if inhaled. Prolonged or frequently repeated skin 
contact may cause allergic reactions in some individuals. A void contact with skin. eyes, or 
clothing. A void breathing spray mist. Wash thoroughly with soap and water after handling. 
Remove contaminated clothing and wash clothing before reuse. 

PERSONAL PROTECTIVE EQUIPMENT (PPE) 

Applicators and other handlers must wear: 
• Long-sleeved shirt and long pants 
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• Waterproof gloves 
• Shoes plus socks 
• NIOSH approved respirator with any N, P, R or HE filter 

Follow manufacturer's instructions for cleaning and maintaining PPE. In no instructions are 
available, use detergent and hot water for washables. Keep and wash PPE separately from other 
laundry. 

When handlers use closed systems, enclosed cabs, or aircraft in a manner that meets 
requirements listed in the Worker Protection Standard (WPS) for agricultural pesticides, the 
handler PPE requirements may be reduced or modified as specified in the WPS. 

USER SAFETY RECOMMENDATIONS 

Users should: 
• Wash hands before eating, drinking, chewing gum, using tobacco, or using the toilet. 
• Remove clothing/PPE immediately if pesticides get inside. Then wash thoroughly and put 

on clean clothing. 
• Remove PPE immediately after handling this product. Wash the outside of gloves before 

removing. AS soon as possible, wash thoroughly and change into clean clothing. 

ENVIRONMENTAL HAZARDS- Agricultural Usc 

Do not apply directly to water or to areas where surface water is present, or to intertidal areas 
below the mean high water mark. Do not contaminate water when disposing of equipment 
washwaters or rinsate. Do not apply when weather conditions favor drift or runoff from treated 
areas. 

AGRICULTURAL USE REQUIREMENTS 

Use this product only in accordance with its labeling and with the Worker Protection Standard 40 
CFR Part 170. This standard contains requirements for the protection of agricultural workers on 
farms, forests, nurseries, and greenhouses and handlers of agricultural pesticides. It contains 
requirements for training, decontamination, notification, and emergency assistance. It also 
contains specific instructions and exceptions pertaining to the statements on this label about 
personal protective equipment (PPE), and restricted entry intervals. The requirements in this box 
only clpply to uses of this product that are covered by the Worker Protection Standard. 

Do not enter or allow worker entry into treated areas during the restricted entry interval (REI) of 
4 hours. 

PPE required for early entry to treated areas that is permitted under the Worker Protection 
Standard and that involves contact with anything that has been treated, such as plants, soil or 
water is: cover-alls, waterproof gloves, shoes plus socks. 

Exception: If the product is soil injected or soil incorporated, the Worker Protection Standard, 
under certain circumstances, allows workers to enter the treated area in there will be no contact 
with anything that has been treated. 

STORAGE AND DISPOSAL 

Do not contaminate water, food, or feed by storage and disposal. 
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Pesticide Storage: Store in a dry area inaccessible to children. Store in original containers only. 
Keep container closed when not in use. 

Pesticide Disposal: Wastes resulting from the use of this product may be disposed of onsite or at 
an approved waste disposal facility. 

Container Handling: Nonrefillable container. Do not reuse or refill this container. Completely 
empty bag into application equipment. Then offer for recycling if available or dispose of empty 
bag in a sanitary landfill, or by incineration, or if allowed by state and local authorities, by 
burning. If burned, stay out of smoke. 

GENERAL INFORMATION 

CX-9030 is a broad-spectrum preventative biofungicide for control or suppression of fungal and 
bacterial plant diseases. The active ingredient ofCX-9030 is a naturally occurring strain (D747) 
of the beneficial rhizobacterium Bacillus amyloliquefaciens, which colonizes roots, leaves, and 
other plant surfaces, killing pathogenic organisms by means of antibiotic compounds (iturins) 
which disrupt pathogen cell wall production. D747 rapidly colonizes plant root hairs, leaves, and 
other surfaces, preventing establishment of disease-causing fm1gi and bacteria. 

CX-9030 can be applied alone or in combination and/or rotation with chemical fungicides as a 
tool for integrated disease management in agricultural crops, ornamental and nursery plants, and 
turfgrass. CX-9030 offers a valuable tool for management of resistance to chemical fungicides 
through its multiple and unique modes of action. 

CX-9030 is exempt from the requirement for residue tolerance and therefore can be applied up to 
and including the day of harvest. 

CX-9030 complies with the USDA National Organic Program (NOP) 

MIXING AND HANDLING INSTRUCTIONS 

Mix the required amount of CX-9030 in cool water with sufficient agitation to maintain a 
uniform suspension in the spray or mixing tank. Tank should be cleaned prior to use. Do not 
use highly alkaline or highly acidic water to mix sprays. Use a buffering agent if necessary to 
maintain neutrality (pH 6 to 8) of water in the tank. Maintain agitation during application. Apply 
immediately after mixing; do not allow spray mix to stand overnight. 

APPLICATION METHODS 

Ground: CX-9030 can be applied in most commonly-used ground application equipment, such 
as tractor-mounted boom, airblast, high clearance, hose-end, backpack, and other pressurized 
sprayers; hose-end or hand-held sprayers; foggers or mist blowers; water wheel and other drench 
applicators; and shank or other soil injection method. 

Aerial: CX-9030 can be applied by fixed or rotary winged aircraft in a minimum of 3 gallons of 
water per acre. Standard precautions should be taken to minimize spray drift. 

Chemigation: CX-9030 can be applied through drip (trickle) and sprinkler type irrigation 
equipment. Refer to the section entitled "Chemigation Instructions" for detailed instructions. 
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DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. For 
any requirements specific to your State or Tribe, consult the Agency responsible for pesticide 
regulation. 

Do not apply this product in a way that will contact workers or other persons, either directly or 
through drift. Only protected handlers may be in the area during application. 

Agricultural crops 

Vegetables and melons, including but not limited to: 

Brassica vegetables 
such as broccoli, cabbage, 
cauliflower, Brussels sprouts, 
kohlrabi, and other cole crops. 

Bulb vegetables 
such as onions, garlic, shallots, and 
others. 

Cucurbits 
such as cucumbers, squash (all 
types), cantaloupes, muskmelons, 
watermelous. and other melons. 

Fruiting vegetables 
such as tomatoes, peppers, 
eggplant, tomatillo, okra, and 
others. 

Leafy vegetables 
sue I! as head and leaf lettuce, 
celery, spinach, radicchio, arugula, 
watercress, and others (including 
leafy Brassica vegetables such as 
mustard and collard greens, kale, 
bok choi, and related crops). 

Pin rot complex (Alternaria/Xanthomonos)* 
Leaf spots (Alternaria spp., Xanthomonas spp.) 
Downy mildew (Peronospora spp.) 
Powdery mildew (Erisyphe polygoni) 
"Damping off," seedling blights, and root or crown diseases caused by Pythium, 

Rhizoctonia, Fusarium, Phytophtlwro, or Verticillium* spp. (see instructions below 
for "Soil application"). 

Botrytis spp. (neck rot, leaf blight) 
Purple blotch (Alternaria spp.) 
Dovmy mildew (Peronaspora spp.) 
Powdery mildew (Eri:ryphe spp.) 
Rust (P11ccinia pon)* 
"Damping off," seedling blights, and root or crown diseases caused by Pythium, 

Rhizoctonia, Fusarium, Phytophthora, or Verticil!ium * spp. (see instructions below 
for "Soil application"). 

Powdery mildew (Eri:ryphe and Sphaerotheca spp.) 
Downy mildew (Pseudoperonospora spp.) 
Gummy stem blight (Didyme!la bryaniae and Phoma cucurbilaceamm) 
See instructions below for "Soil application" against tile following diseases: 

Vine decline (Monosporascus cannonbo!l11S) 
Charcoal rot (Mocrophomino phaseoli) 
"Damping off," seedling blights, and root or crown diseases caused by Pythium, 

Rhizoetonia, Fusarium, Phytophthoro, or Verticillium* spp. 

Bacterial spot (Xanthomanos spp.)* 1 

Bacterial speck (Pseudomonas syringoe pv. tomolo)* 1 

Gray mold (Bolrylis cinerea) 
Powdery mildew* (Leveillula, Oidiopsis, Erisyphe, and Sphaerotheca spp.) 
Early blight (Alternaria so/ani)* 
Late blight (Phytophthora infestans)* 

See instructions below for "Soil application" against the following diseases: 
"Damping off," l and root or crown diseases caused by Pythium, 

Rhfzoctonia, or Vertici!lium* spp. 
Southern 

Downy mildew (Bremia loctucoe, Peronospora spp.)* 
Powdery mildew (Golovinomyces (Erisyphe) cichorocearum)* 
Bacterial blights 
Head and leaf drop (Sclerotinia sppf 
Pink rot (Sclerotinia sc!eroliomm)2 

Leaf spots (Cercospora spp.) 
See instructions below for "Soil application" against the following diseases: 

"Damping off," seedling blights, and root or crown diseases caused by Pythium, 
Rhizoctonia, Fusarium, Phytoplithora, or Verticillium* spp. 

Bottom rot (Rhi:mctonia 
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Legume vegetables White mold (Sclerotinia sclerotforum)2 

succulent and dried beans and peas Gray mold (Botrytis cinerea) 
such as green, snap, shell, and Powdery mildew (Mfcrosphaera diffusa) 
Lima beans, garbanzo beans, Rusts*, including Uromyces appendiculalus, Puccinia spp., and Asian soybean rust 
chickpeas, soybeans, dry beans, (Phayospora pachyrhizf) 
peas, split peas, lentils, and other "Damping off," seedling blights, and root or crown diseases caused by Pythfum, 
legumes. Rhizoctonia, Fusarium, Phytophthora, or Vertfci!lium* spp. (see instructions below 

for "Soil application"). 

Root, tuber, and corm vegetables Black root/crown rot (Alternaria spp.) 
such as potato, sweet potato, carrot, Bacterial leaf blight (Xanthomonas campestris) 
cassava, beets, ginger, radish, Downy mildew (Peronospora spp.) 
horseradish22

, ginseng, turnip, and Powdery mildew (Erisyphe spp.) 
other root, tuber and corm crops. Gray mold (Botrytfs spp.) 

White mold (Sclerotinia sclerotforum)2 

Black leg lbac!crial soft rot (Erwinfa carotovora) 
Early blight (Alternaria so/ani)* 
Late blight (Phytophtltora infes/ans)* 
See instructions below for "Soil application" against the following diseases: 

Black scurf(Rhizoctonia so/ani) 
Cavity spot (Pythium spp.) 
''Damping off," seedling blights, and root or crown diseases caused by Pythium, 

Rhfzoctonfa, Fusarium, Phytophthora, or Verlicfltfum* spp. 

Other vegetables Botrylis spp. 
such as sweet corn, popcorn, Rusts (Puccfnfa spp.) 
asparagus, peanut, and watercress White mold (Sc!erotinfa sclerotiorumf 

Leaf spots (Cercospora and Cercosporidfum spp.)* 
"Damping off," seedling blights, and root or crown diseases caused by Pythium, 

Rhizoctonia, Fusarium, Phytophthora, or Verticillium* spp. (see instructions below 
for "Soil application"). 

Tree fruits and nuts, including but not limited to: 

Citrus Alternaria leaf spot (Alternaria alternata) 
such as orange, lemon, lime, Postbloom fruit drop (Coiletotrichum acutalllm)* 
grapefruit, tangerine (mandarin), Greasy spot (Mycosphaerello citri)*3 

tangelo, pummelo, and other citrus Citrus canker (Xanthomonas campestrfs pv. citri)1 

Scab (Elsinoe fawcetti)*4 

Melanose (Diaporthe citrf)* 

Pome fruits Powdery mildew (Podosphaera leucotricha)" 
such as apple, pear, crabapple, Scab (Venturia spp.)* 
quince, and others Flyspeck (Zygophialajamafcensist 

Sooty blotch disease complex6 

Brooks spot (Mycosphaerellapomi)6 

Bot rot/white rot (Botryosphaeria dothidea)6 

Bitter rot (Co!letotrichum sppf 
Cedar apple rust (Gymnosporangfumjunfperi-vil"glnianae)6 

Fire blight (Envinia amylovora)*7 

Stone fruits Powdery mildew (Sphacratheca and Podosphaera spp.)*% 
such as apricot, cherry, nectarine, Bacterial canker (Pseudomonas spp.) 
peach, plum, prune, pluot, and Brown rot blossom blight (Monllinia laxa) 9 

others Brown rot (Moniliniafructicola)* 10 

Gray mold (Bolrytis cinerea)10 

Peach leaf curl (Tap{lrfna deformans) 
Bacterial leaf spot (Xanthonwnas arb/cola pv. prnm)' 
Rusty spot (Podosphaera leucotrlcha) 1 

Tree nuts Walnut blight (Xanthomonas campestri4·)
11 

such as almond, pistachio, pecan, Anthracnose (Colletolrichum acutatum)* 
walnut, filbert, hazelnut, chestnut, Bacterial canker (Pseudomonas syrfngae) 
macadamia, and other tree nuts. Shot hole ( Wilsonomyces carpaphilas)* 

Brown rot (Monilinfa spp.)* 
Pecan scab (Cladasprium caryigenum )* 1 
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Pomegranates Leaf and fruit spots (Cercospora, Gloeosporium and Pesto!otia spp.) 1 

Fruit rots (Alternaria, Botrytis, and other spp.) 10 

Powdery mildew (Sphaerothecapannosa) 

Other fruits, including but not limited to: 

Strawberry Powdery mildew (Sphaerotheca macnlaris, Erisyphe spp.)* 12 

Gray mold (Botrytis cinerea)+ 11 

Anthracnose (Coltetotrichum acutatum) 
Angular leaf spot (Xanthomonasfragarioe) 1 

For the following diseases, see instructions below for "Soil application" (and also root 
dip instructions22

): 

"Damping off' and root or crown diseases caused by Rhi:::octonia, Fusarium, 
Pythium, Phytophthora, and/or Verticillium* spp. 

Charcoal rot (Mocrophomino phosea/ina) 

Berries, including blueberry, Mummy berry (Monilinia voccinii+corymbosi)* 
blackberry, raspberry, loganberry, Botrytis blight (Botrytis cinerea) 
huckleberry, gooseberry, Bacterial canker (Pseudomonas spp.)13 

elderberry, cranberry (non+floodcd Anthracnose fruit rot (Colletotrichum acutatum)w 
fields), current, and other berries 

Grapes Powdery mildew (Erisyphe (formerly Uncim!la) necator) 14 

including wine grapes, table grapes, Gray mold (Botrylis cinerea)15 

and raisins Sour rot complcx 15 

Downy mildew (Plasmoparo vilicola)* 
Phomopsis (Phomopsis vilicola)16 

Eutypa (Eutypo lata) 17 

Tropical fruits Anthracnose (Col!etotrichum spp.) 

such as avocado 18
, mango 18

, Scab (Sphacelomo perseae) 

papaya19
, pineapplc19, banana, Bacterial canker (Xonthomonas campestris) 

plantain, and others. Sigatoka (Mycosphaerellafy'iensisi0 

Other Crops 

Herbs and spices Powdery mildews (Oidium spp. and others) 
such as basil, thyme, coriander, dill, Downy mildews (Peronospora spp. and others)* 
cilantro, parsley, mint, and others. Damping off diseases (Rhizoctonia, Pythium, Alternaria, and Fusarium spp.) 

Leaf spots (Alternaria, Septaria, Col!etotrichum, and Cercosporo spp.)* 
Bacterial diseases (Erwinio, Xanthomonos, and Pseudomonas spp.) 
Rusts (Puccinia spp. and others) 
"Damping off' and root or crown diseases caused by Rhizoctonia, Fusarium, Pythium, 

Phytoplahora, aud/or Verticillium* spp. (see instructions below for "Soil 
application"). 

Coffee Coffee berry disease (Co!letotriehum coffeonum)1 

Coffee rust (Hemileio vastotrix)1 

Anthracnose (Colletotrichum spp.) 
Botrytis flower blight 
Cercospora leaf spot and beny blotch 
"Damping off' and root or crown diseases caused by Rhizoctonia, Fusorinm, Pythinm, 

Phytophthoro, and/or Verticillium* spp. (sec instructions below for "Soil 
application"). 

Tobacco Angular leaf spot (Pseudomonas spp.) 
Anthracnose (Co!letotrichum and Glomerello spp.) 
Blue mold or downy mildew (Peronospora spp.)+ 
Brown spot (Alternaria) 
Bam spot! frogeyc leaf spot (Cerrcospora nicotianae) 10 

Collar rot (Sclerotinia slcerotioromi 
Gray mold (Botrytis cinerea) 
Powdery mildew (Erysiphe ciclwraceal"um) 
Target spot (Rhizoctonia solanl) 
Sec instructions below for "Soil application" against the following diseases: 

"Damping off," seedling blights, and root or crown diseases caused by Pythium, 
Rhizoctonia, Fusarium, Oipidium, Phytophthora, or Vern'cillium* sim.· 
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Charcoal rot (Macrophomina phaseolina) 
Black roo! rot (Thie/(IIIiopsis basicola) 
Black shank (Phytophthora spp.)* 
Southern blight/soulhem slem rol (Sclerotium rolftii)* 

Mint Rusl (Puccinia spp.) 

Hops Powdery mildew (Sp!werotheca maculal"is)z1 

Footnotes: 

*Suppression only; for improved control mix or rotate with chemical fungicide approved for such use. 
1 Tank mix or rotate with copper-based fungicides at label rates for improved control. 

<Apply at or immediately lbllowing planting (but before plant emergence) as a banded seedline treatment 4 to 6 inches wide. Make second 
application at thinning or cultivation in sufficient water and multiple nozzles to ensure thorough coverage of lower leaves and surrounding soil 
surface. Incorporation with light irrigation after application may improve disease control. Repeat at t0-14 day intervals if conditions 
promoting disease persist. 

'For greasy spot suppression, apply at first new foliar flush and repeat with each new flush. Tank mix with spray oil or copper based fungicide 
at labeled rates. 

4 For suppression of citrus scab, start applications at first new foliage flush and repeat at pctallllll and when fruit are V, inch in diameter. 

'Make first application at or before tigl\t cluster if conditions favor disease development. Repeat at 7-10 day intervals through the second cover 
spray or longer on susceptible varieties or if environmental conditions favor rapid disease development. 

0 Begin applications before bloom when enviwnmental conditions favor disease development, repeating at 7 to 14 day intervals or as needed. 
Control may be enhanced by addition of a surfactant to improve spray coverage. Usc only surfactants known to be safe for use on the crop 
and for which such use is nllowed. 

'Rotate with antibiotics registered for fire blight control for improved performance. Begin applications at 1-5% open blossoms and repeat every 
3-7 days as necessary until petal fall, when intervals can be increased to 7 days. CX-9032 can also be used in summer "cover spray" 
applications to control the shoot blight phase of fire blight and summer diseases. Can be mixed with copper fungicides to improve control. 

'Make first application at popcorn stage and repeat every 7 days. 
9 Start applying at early bloom stage and repeat every 7 days through petal fall. 

'" Pre-harvest applications in sufficient water to cover fruit or other harvested plant parts may improve control of postharvest infections. 
11 Begin applications at or before pistillate bloom, repeating every 7-10 days. Apply before rainfall if possible, and tank mix or rotate with a 

copper-based bactericide registered for such use for improved control. 

n Start applications at or just before flowering and repeat every 7-JO days as needed through harvest. 

"Apply before fall rains and again during dormancy before spring growth. 
14 Start applications when new si\Oots arc'/, to I'/, inches long. Repeat at 3-5 inches, 8-10 inches, and then at 7-10 day intervals until disease 

conditions no longer exist. 

"Apply at bloom, before bunch closure, at vcraison, and before harvest. 

If• Apply when shoots are y, to I inch long and again when 6-8 inches long. 
1
' Mix 2 fluid ounces CX-9032 per gallon of water and apply to pruning wounds. 

1
' Apply at budbrcak and repeat on 14-21 day interval as needed through harvest. 

1 ~ Apply at flowering and repeat on 14-21 day interval as needed through harvest 

::u Apply at first appcarauce of leaves and repeat at 7-21 day intervals as needed, in sufficient water to obtain thorough coverage of foliage. 
Tank mix with spray oil or other registered fungicides for improved control. 

11 Mix 6 to 10 fluid ounces CX-9032 per I 00 gallons of water and apply in minimum of20 gallons per acre fon:n emergence to training, 50 
gallons per acre from training to wire, and 100 gallons per acre from wire touch through harvest. 

ll For treatment of horseradish or strawberry roots immediately before transplanting: immerse bare roots (individually or in bunches) for 10 
seconds in a suspension of I to 2 pints CX-9032 per gallon of water. 

FoUar application: For control of dJseases on foliage, flowers, fruit, or other above-ground 
parts of plants: Mix CX-9030 in water and apply as a spray at a rate of0.25 to 3 pounds per 
acre in sufficient water to achieve thorough coverage of the crop canopy with minimal runoff. 
Begin applications at crop emergence, transplanting, or when conditions are conducive to 
development of disease. Repeat application every 7 to 10 days, or as needed, for as long as 
conditions favor disease development. Lower rates (0.25 to I pound per acre) may be applied 
under light disease pressure, to smaller (e.g. newly-emerged) plants, or when CX-9030 is used in 
a tank mix with other fungicides whose labels allow such use. Under moderate to severe disease 
pressure, or when environmental conditions and plant stage are conducive to rapid disease 
development, use higher label rates (1 to 3 pounds per acre), apply more frequently (every 3 to 7 
days), and mix or rotate CX-9030 with other fungicides for improved performance. 
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Nurseries, greenhouses, shadehouses, and ornamental plants 

Spray application: Mix 0.25 to 3 pounds ofCX-9030 per 100 gallons of water and apply as a 
foliar spray of sufficient volume to wet the entire plant with minimal runoff. Begin preventative 
applications at plant emergence and repeat every 3-28 days as needed (every 3-7 days if disease 
pressure is high or environmental conditions are highly favorable to disease outbreak, 10-28 days 
under low pressure or less conducive conditions). 

Drench application: Mix 0.125 to 2 pounds ofCX-9030 per 100 gallons of water and apply as 
a drench or coarse spray to soil or other growing media in pots, flats, plugs, trays, or planting 
beds, for control or suppression of soilborne diseases of seedlings, cuttings, bedding plants, and 
transplants (including vegetables and other transplanted food crops). Make first application at or 
immediately before seeding, sticking, germination, or transplanting. Repeat applications every 
14-28 days as needed. Transplants can be treated immediately before transplanting into field 
soils to protect against damping-off and other diseases that reduce plant establishment. 

Cutting or root dip: Dip basal end of cuttings or bare roots (individually or in bunches) in a 
suspension of1 to 2 pounds ofCX-9030 per gallon of water. Immerse for 5-10 seconds 
immediately before planting. 

Chemigation: Mix 0.125 to 2 pounds ofCX-9030 per 100 gallons of water and apply via drip, 
handheld, or sprinkler irrigation systems. Refer to "Chemigation Instructions" for more details. 

Indoor, outdoor, and shade- or 
other cover~grown ornamental 
trees and shrubs, flowering plants, 
foliage plants, tropical plants, 
potted plants, potted or cut 
flowers, bedding plants, forestry 
seedlings, conifer production for 
reforestation, fruit trees, 
vegetables and other crops grown 
in greenhouses or nurseries. 

Turfgrass application 

Powdery mildews caused by Erisyphe, Podosphaera, Sphaerotheca, Oidiwn, and 
Golovinamyces spp.) 

Anthracnose (Colletatrichum spp.) 
Baeterialleafspots caused by Envinia, Pseudomonas, andXanthomanas spp. 
Damping~offdisease (Rhizoctania, Pythium, Fusari11m spp.) 
Late blight, blackeye, and root rots caused by Phytaphthara spp. 
Gray mold and blighl caused by Botrytis cinerea 
Black root rot (Aspergillus spp.) 
Black spot of roses (Diplocarpon rosa e) 
Downy mildew (Peranaspora spp.) 
Leaf spots caused by Alternaria, Sep/oria, Cercospora, Entomospori11m, 

Helminthosporium, and Myrothecium spp.) 
Rust (Puccinia spp.) 
Scab (Venturia spp.) 
Root rot, bottom rot, or stem rot caused by Rhi=octonia salam· 
Sc!eralinfa blight 
Fusarium wilts 

For control of foliar diseases, apply CX-9030 at 0.5 to 1 ounce per 1,000 square feet as a 
ground-directed spray in sufficient water to provide thorough coverage. To control root and 
crovm diseases in or on the soil, immediately follow the spray with sufficient overhead sprinkler 
irrigation to move the product into the root zone. 

Turf, sod, lawns, golf course 
(fairways, roughs, greens, tees), 
grass seed production 

Including but not I imited to; 

Anthracnose (Co!Jetotrfchum graminfcola) 
Brown patch (Rhi:mctonia solani) 
Dollar spot (Lanzfa and Mael!erodiscus spp., formerly Sclerotinia hameocarpa ) 
Powdery mildew (Erisyphe graminis) 
Rust (Puccfnia 
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Bermudagrass (common & 
hybrid), Dichondra, Fescue, 
Orchardgrass, Poa annua, St. 
Augusline grass, Ryegrass, 
Zoysia, mixtures, and other 
grasses or ornamental turf 

Gray leaf spot (Pyricularia grisea) 
"Damping off' or seedling blights caused by Pythium 

CHEMIGATION INSTRUCTIONS 

General information: 

Apply this product through pressurized irrigation systems such as drip (trickle) irrigation 
(including micro-irrigation through spaghetti tubes or individual tubes) or sprinkler irrigation 
(including impact or microsprinklers, overhead boom, solid set, lateral move, end tow, side-roll, 
center pivot, or hand move, including mist-type systems); or with hand-held calibrated irrigation 
equipment (such as a hand-held wand with injector). Do not apply this product through any 
other type of irrigation system. 

Crop injury or lack of effectiveness can result from non-uniform distribution of treated water. 

If you have questions about calibration, contact State Extension Service specialists, equipment 
manufacturers or other experts. 

Do not connect an irrigation system (including greenhouse systems) used for pesticide 
application to a public water system unless the pesticide label-prescribed safety devices for 
public water systems are in place. 

A person knowledgeable of the chemigation system and responsible for its operation, or under 
the supervision of the responsible person, shall shut the system down and make necessary 
adjustments should the need arise. 

Public water system means a system for the provision to the public of piped water for human 
consumption if such system has at least 15 service connections or regularly serves an average of 
at least 25 individuals daily at least 60 days out of the year. 

Chemigation systems connected to public water systems must contain a functional, reduced
pressure zone, backflow preventer (RPZ) or the functional equivalent in the water supply line 
upstream from the point of pesticide introduction. As an option to the RPZ, the water from the 
public water system should be discharged into a reservoir tank prior to pesticide introduction. 
There shall be a complete physical break (air gap) between the outlet end of the fill pipe and the 
top or overflow rim of the reservoir tank of at least twice the inside diameter of the fill pipe. 

The pesticide injection pipeline must contain a functional, automatic, quick-closing check 
valve to prevent the flow of fluid back toward the injection. 

The pesticide injection pipeline must contain a functional, normally closed, solenoid-operated 
valve located on the intake side of the injection pump and connected to the system interlock to 
prevent fluid from being withdrawn from the supply tank when the irrigation system is either 
automatically or manually shut down. 

The system must contain functional interlocking controls to automatically shut off the 
pesticide injection pump when the water pump motor stops, or in cases where there is no water 
pump, when the water pressure decreases to the point where pesticide distribution is adversely 
affected. 
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Systems must use a metering pump, such as a positive displacement injection pump (e.g., 
diaphragm pump) effectively designed and constructed of materials that are compatible with 
pesticides and capable of being fitted with a system interlock. 

Do not apply when wind speed favors drift beyond the area intended for treatment. 

Remove scale, pesticide residues, and other foreign matter from the chemical supply tank and 
injector system and flush with clean water before use. Failure to provide a clean tank, free of 
scale or residues may reduce effectiveness of this product. 

Drip (trickle) and micro-irrigation chemigation 

1. The system must contain a functional check valve, vacuum relief valve and low pressure 
drain appropriately located on the irrigation pipeline to prevent water source contamination 
from backflow. 

2. The pesticide injection pipeline must contain a functional, automatic, quick-closing check 
valve to prevent the flow of fluid back toward the injection pump. 

3. The pesticide injection pipeline must also contain a functional, normally closed, solenoid
operated valve located on the intake side of the injection pump and connected to the system 
interlock to prevent fluid from being withdrawn from the supply tank when the irrigation 
system is either automatically or manually shut down. 

4. The system must contain functional interlocking controls to automatically shut off the 
pesticide injection pump when the water pump motor stops. 

5. The irrigation line or water pump must include a functional pressure switch which will stop 
the water pump motor when the water pressure decreases to the point where pesticide 
distribution is adversely affected. 

6. Systems must use a metering pump such as a positive displacement injection pump (i.e., 
diaphragm pump) effectively designed and constructed of materials that are compatible with 
pesticides and capable of being fitted with a system interlock. 

7. Dilute the product in water following the label mixing directions. It may be premixed in a 
supply tank with water, fertilizer, or other appropriate tank-mixed agricultural chemicals. 
Agitation is necessary. Apply to moderately moist soils. Use volumes that thoroughly wet 
the soil but that do not cause significant runoff or excessive drip from pots. Application 
should be continuous in sufficient water to apply the reconunended rate evenly to the entire 
treated area. 

Sprinkler chemigation: 

1. The system must contain a functional check valve, vacuum relief valve, and low pressure 
drain appropriately located on the irrigation pipeline to prevent water source contamination 
from backflow. 

2. The pesticide injection pipeline must contain a functional, automatic, quick-closing check 
valve to prevent the flow of fluid back toward the injection pump. 

3. The pesticide injection pipeline must also contain a functional, normally closed, solenoid
operated valve located on the intake side of the injection pump and connected to the system 
interlock to prevent fluid from being withdrawn from the supply tank when the irrigation 
system is either automatically or manually shut down. 
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4. The system must contain functional interlocking controls to automatically shut off the 
pesticide injection pump when the water pump motor stops. 

5. The irrigation line or water pump must include a functional pressure switch which will stop 
the water pump motor when the water pressure decreases to the point where pesticide 
distribution is adversely affected. 

6. Systems must use a metering pump, such as a positive displacement injection pump (i.e., 
diaphragm pump) effectively designed and constructed of materials that are compatible with 
pesticides and capable of being fitted with a system interlock. 

7. Dilute the product in water following the label mixing directions. It may be premixed in a 
supply tank with water, fertilizer or other appropriate tank-mixed agricultural chemicals. 
Agitation is necessary. Apply to moderately moist soils. Use volumes that thoroughly wet 
the soil but that do not cause significant runoff or excessive drip from pots. Application 
should be continuous in sufficient water to apply the recommended rate evenly to the entire 
treated area. 

8. Do not apply when wind speed favors drift beyond the area intended for treatment. 

WARRANTY 

Certis USA, L.L.C. warrants that the material contained herein conforms to the description on 
the label and is reasonably fit for the purpose referred to in the directions for use. Timing and 
method of application, weather, watering practices, nature of soil, the disease problem, condition 
of the crop, incompatibility with other influencing factors in the use of this product are beyond 
the control of the seller. Buyer assumes all risks of use, storage, or handling of this material not 
in strict accordance with directions given herein. NO OTHER EXPRESS OR IMPLIED 
WARRANTY OF TilE FITNESS OR MERCHANTABILITY IS MADE. 

The following claims may be presented on the product's labeling: 

OMRI Listed 
OMRI seal 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

SEP 2 '1 2011 

OFFICE OF CHEMICAL 
SAFETY AND POLLUTION 

PREVENTION 

***CONTAINS FIFRA CONFIDENTIAL BUSINESS INFORMATION*** 

MEMORANDUM 

SUBJECT: Bacillus subtilis var. amy!oliquefaciens strain D747 currently Bacillus amyloliquefaciens strain D747. 

TO: Susanne Cerrelli, M.S., Regulatory Action Leader 
Microbial Pesticides Branch, Biopesticides and 
Pollution Prevention Division (7511P) 

FROM: Joel V. Gagliardi, Ph.D., Microbial Ecologist 
Microbial Pesticides Branch, Biopesticides and 
Pollution Prevention Division (7511P) 

THROUGH: John L. Kough, Ph.D., Senior Scientist 
Microbial Pesticides Branch, Biopestici? s 
Pollution Prevention Division (7511P) 

ACTION REQUESTED: Review responses to deficiencies. 

CONCLUSIONS: Product Identity and Characterization~ SUPPLE:MENTAL but upgradeable; Acute Eye 
and dermal Irritation studies for CX~9032 ~ACCEPT ABLE- EPA Toxicity Category IV. 

DATA REVIEW RECORD: 

Active Ingredient: 
Product Names: 
Company Name: 
EPA Reg. Nos.: 
Chemical Number: 
Decision Numbers: 
DP Barcodes: 
MRID Nos.: 

Bacillus amyloliquefaciens strain D747. 
CX-9032; CX-9030. 
Certis USA, LLC. 
70051-RNT; 70051-RNI; OF7760. 
016482. 
437753;437757;437758. 
382918;382984;390005. 
None. 
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BACKGROUND: 
Another Bacillus subtilis var. amyloliquefaciens strain FZB24 is registered (PC Code 006480) for non-food 
greenhouse and indoor uses on ornamentals, shrubs, shade and forest tree seedlings for plant strengthening, 
enhancing growth, increasing yields, and as a fungicide for suppressing selected soil-borne diseases such as 
Rhizoctonia and Fusarium. Most reports are that Bacillus !!.Ubtilis and B. amyloliquefaciens were subtypes or 
variants of the same species however more recent work has established Bacillus amyloliquefaciens as a separate 
species. Bacillus amyloliquefaciens is in the Bacillus subtilis 'group' but is now considered a separate species, 
rather than a B. subtilis variant. The conect taxonomic designation is therefore Bacillus amyloliquefaciens strain 
D747. After conversations with Chris Dively at Certis, EPA will ask that this organism be renamed. Further 
steps at EPA will require alteration of the name under PC Code 016482, changing the tolerance exemption to 
reflect the new name, and asking Certis to provide new labels and CSFs for all affected products containing 
Bacillus amyloliquefaciens strain D747. 

SUM!'VIARY OF PREVIOUSLY REVIEWED DATA: 
STUDY TYPES: Product Identity; Manufacturing Process; Discussion of Formation of Unintentional Ingredients; 
Analysis of Samples; Certification of Limits; Enforcement Analytical Method; Physical and Chemical 
Characteristics. 
OCSPP Guidelines: 885.1100; 885.1200; 885.1300; 885.1400; 885.1500; 830.1800; 830.6302-830.7950. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747 (CX-9030 contains the ai CX-9025). 
MRID NOS.: 481657-01; 481657-02; 481657-03. 
DISCUSSION: Bacillus amyloliquefaciens D747 is a member of the Bacillus subtilis group of bacteria. Several 
other registrations and food tolerance exemptions exist for pesticidal applications of other similar Bacillus strains. 
This isolate is from an air sample in Japan and is on deposit with ATCC, though accessibility was unclear. 
Standard fermentation procedures are utilized though variable components for fermentation broth were not 
sufficiently described. Of concern ingredients 

CLASSIFICATION: SUPPLEMENTAL but upgradeab1e- when accessibility of the ATCC deposit is 
clarified, information is provided for potential allergen residues that may become part of pesticides applied to 
foods, and amended CSFs and labels are provided. 

STUDY TYPES: Product Identity; Manufacturing Process; Discussion of Formation of Unintentional Ingredients; 
Analysis of Samples; Certification of Limits; Enforcement Analytical Method; Physical and Chemical 
Characteristics. 
OCSPP Guidelines: 885.1100; 885.1200; 885.1300; 885.1400; 885.1500; 830.1800; 830.6302-830.7950. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747 (CX-9032) liquid concentrate. 
MRID NOS.: 481655-01; 481655-02; 481655-03. 
DISCUSSION: Bacillus amyloliquefaciens strain D747 (CX-9032) liquid concentrate is produced from the same 
process as the MUP CX-9030 except
Standard fermentation procedures are utilized though variable feed stocks for fermentation broth were not 
sufficiently described. Of concern ingredients
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CLASSIFICATION: SUPPLEMENTAL but upgradeable- when accessibility of the ATCC deposit is 
clarified, information is provided for potential allergen residues that may become part of pesticides applied to 
foods, and amended CSFs and labels are provided. 

STUDY TYPE: Acute Eye In·itation ~Rabbit. 
OCSPP Guideline: 870.2400. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747 CX-9032. 
MRID NO.: 481655-05. 
DISCUSSION: The maximum average irritation score of0.667 obtained 1 hom after treatment declined to 0 after 
24 hours following ocular administration of 0.1 mL Bacillus amyloliquefaciens strain D74 7 CX-9032 to New 
Zealand White rabbits in a 72 hour observation period. 
CLASSIFICATION: SUPPLEMENTAL but upgradeable- potentially practically non-irritating- EPA 
Toxicity Category IV; the test material described here as 7% ai should be clarified how it differs from the CSF 
provided. 

STUDY TYPE: Acute Dermal Initation. 
OCSPP Guideline: 870.2500. 
TEST MATERIAL: Bacillus amy/oliquefaciens strain D747 CX-9032. 
MRID NO.: 481655-06. 
DISCUSSION: No evidence ofinitation was found from dermal administration ofO.S mL undiluted Bacillus 
amyloliquefaciens strain D747 CX-9032 to rabbits during a 72 hour exposure and observation period. The dermal 
initation score for Bacillus amyloliquefaciens strain D747 CX-9032 was 0.00. 
CLASSIFICATION: SUPPLEMENTAL but upgradeable- potentially essentially non-irritating- EPA 
Toxicity Category IV; the test material described here as 7% ai should be clarified how it differs from the CSF 
provided. 

SUMMARY OF CURRENTLY REVIEWED DATA: 
STUDY TYPES: Product Identity; Manufacturing Process; Discussion of Formation of Unintentional Ingredients; 
Analysis of Samples; Certification of Limits; Enforcement Analytical Method; Physical and Chemical 
Characteristics. 
OCSPP Guidelines: 885.IIOO; 885.1200; 885.1300; 885.1400; 885.1500; 830.1800; 830.6302-830.7950. 
TEST MATERIAL: Bacillus amy/oliquefaciens strain D747 (CX-9030 contains the ai CX-9025). 
MRID NOS.: 481657-01; 481657-02; 481657-03. 
DISCUSSION: Bacillus amyloliquefaciens D747 is a member of the Bacillus subtilis group of bacteria. Several 
other registrations and food tolerance exemptions exist for pesticidal applications of other similar Bacillus strains. 
This isolate is from an air sample in Japan and is on deposit with ATCC, though accessibility was unclear. 
Standard fermentation procedures are utilized though variable components for fermentation broth were not 
sufficiently described. Of concem ingredients

CLASSIFICATION: SUPPLEMENTAL but upgradeable- when amended CSFs and labels are provided that 
contain matching minimum CFU values. 
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STUDY TYPES: Product Identity; Manufacturing Process; Discussion of Formation of Unintentionallngredients; 
Analysis of Samples; Certification of Limits; Enforcement Analytical Method; Physical and Chemical 
Characteristics. 
OCSPP Guidelines: 885.1100; 885.1200; 885.1300; 885.1400; 885.1500; 830.1800; 830.6302-830.7950. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747 (CX-9032) liquid concentrate. 
MRID NOS.: 481655-01; 481655-02; 481655-03. 
DISCUSSION: Bacillus amyloliquefacie/JS strain D747 (CX-9032) liquid concentrate is produced from the same 
process as the MUP CX-9030 except
Standard fermentation procedures are utilized though variable feed stocks for fermentation broth were not 
sufficiently described. Of concern ingredients 

CLASSIFICATION: SUPPLEMENTAL but upgradeab1e- when amended CSFs and labels are provided that 
contain matching minimum CFU values. 

STUDY TYPE: Acute Eye Irritation- Rabbit. 
OCSPP Guideline: 870.2400. 
TEST MATERIAL: Bacillus amyloliquefaciens strain 0747 CX-9032. 
MRID NO.: 481655-05. 
DISCUSSION: The maximum average irritation score of0.667 obtained 1 hour after treatment declined to 0 after 
24 hours following ocular administration of 0.1 mL Bacillus amyloliquefaciens strain D747 CX-9032 to New 
Zealand White rabbits in a 72 hour observation period. 
CLASSIFICATION: ACCEPTABLE- practically non-irritating- EPA Toxicity Category IV. 

STUDY TYPE: Acute Dermal Irritation. 
OCSPP Guideline: 870.2500. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747 CX-9032. 
MRID NO.: 481655-06. 
DISCUSSION: No evidence of in·itation was found from dermal administration of 0.5 mL undiluted Bacillus 
amyloliquefaciens strain D747 CX-9032 to rabbits during a 72 hour exposure and observation period. The dermal 
initation score for Bacillus amyloliquefaciens strain D747 CX-9032 was 0.00. 
CLASSIFICATION: ACCEPTABLE- essentially non-irritating- EPA Toxicity Category IV. 
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***CONTAINS FIFRA CONFIDENTIAL BUSINESS INFORMATION*** 
DATA EVALUATION RECORD 

Study Types Product Identity (OCSPP 'S.ll 00); Manufacturing Process (885.1200); Discussion of Formation of 

MRID Nos. 
Test Material 
Study Nos. 
Sponsor 
Testing Facility 
Titles of Reports 

Authors 

Unintentional Ingredients l885.1300); Analysis of Samples (885.1400); Certification of Limits (885.1500); 
Enforcement Analytical Method (830.1800); Physical and Chemical Characteristics (830.6302- 830.7950). 
481657-01; 481657-02; 481657-03. 
Bacillus amylo!iquefaciens strain D747 (CX-9030 contains the ai CX-9025). 
None. 
Certis U.S.A., L.L.C.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 
Certis U.S.A., L.L.C.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 
Bacillus subti!is var. amy!oliquefaciens strain D-747 (CX-9030)- Microbial Pesticide Data Requirements; 
Bacillus subtilis var. amyloliquefaciens strain D-747 End-use product (ID Code CX-9030)- Product 
Properties I Storage Stability. 
Chang-Yan Chen; William E. DeVane; Alec Simpson. 

Studies Completed July 12, 2010; June 22, 2010; July 7, 2010. 
Study Summaries Bacillus amyloliquefaciens D747 is a member ofthe Bacillus subtilis group of bacteria. Several other 

registrations and food tolerance exemptions exist for pesticidal applications of other similar Bacillus strains. 
This isolate is from an air sample in Japan and is on deposit with ATCC, though accessibility was unclear. 
Standard fermentation procedures are utilized though variable components for fermentation broth were not 
sufficiently described. Of concern ingredients

Classifications 

Good Laboratory 
Practice 

SUPPLEMENTAL but upgradeable- when amended CSFs and labels are provided that contain matching 
minimum CFU values. 
The studies do not comply with the requirements of 40 CFR Part 160 but use sound scientific methods and 

rocedures. 

Test Material: Bacillus amyloliquefaciens strain 0747 (formerly Bacillw; subtilis var. mnyloliquefaciens strain 
D747); (CX-9030 contains the ai CX-9025); NRRL B-50405. 

I. PRODUCT IDENTITY: 
Deficiencies: It is not clear if the ATCC culture is available to anyone but the depositor. 
Response: The registrant provided paperwork demonstrating the isolate, Bacillus sp. strain D747 is on deposit 
under the Budapest Treaty as NRRL B-50405. NRRL has ascertained the culture is viable. 

II. MANUFACTURING PROCESS; 
Deficiencies: The registrant must clarify all sources for the component of their fermentation broth, 
and discuss potential for residual allergens as defined in 40 CFR 180.950(2)(ii). 
Response: The registrant responded that
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V CERTIFICATION OF LIMITS· . . 
TABLE 2. Nominal concentration and certified limits for Bacillus amyloliquefaciens strain strain D747 I CX-9030. 

Ingredients (CAS number) PC Code Purpose 
Concentration (% bv weie-ht) 

Nominal Lower Unoer 
Active Ingredient 

Bacillus amyloliquefacieus strain D-747 TGAI (ID 
016482 

Active 
25.0 24.25 25.75 

Code CX-9025) 2 x lOll CFU/g in~redient 

Inert In2redients 

aoata from 9/29/20 II CSFs. 

Deficiencies: The CSFs and labels should be amended from Bacillus subtilis var. amyloliquefaciens to the 
current Bacillus amyloliquefaciens. 
Response: The registrant updated all CSFs to reflect the new taxonomy. The CSFs state
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***CONTAINS FIFRA CONFIDENTIAL BUSINESS INFORMATION*** 
Iilli/ DATA EVALUATION RECORD 

Review by: Joel V. Gagliardi, Ph.D. r 
Secondar Review b :John L. Kou h, Ph.D. 
Study Types Product Identity (OCSPP "1.11 00); Manufacturing Process (885.1200); Discussion of Formation of 

Unintentional Ingredients (885.1300); Analysis of Samples (885.1400); Certification of Limits 
(885.1500); Enforcement Analytical Method (830.1800); Physical and Chemical Characteristics 

MRIDNos. 
Test Material 
Study Nos. 
Sponsor 
Testing Facility 
Titles of Reports 

Authors 
Studies Completed 
Study Summaries 

Classifications 

Good Laboratory 
Practice 

(830.6302- 830.7950). 
481655-01; 481655-02; 481655-03. 
Bacillus amyloliquefaciens strain D747 (CX-9032) liquid concentrate. 
None. 
Certis U.S.A, L.L.C.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 
Certis U.S.A., L.L.C.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 
Bacillus subtilis var. amyloliquefaciens strain D747 (CX-9032)- Microbial Pesticide Data 
Requirements; Bacillus subtilis var. amyloliquefaciens strain D-747 End-use product (ID Code CX-
9032) ~product Properties I Storage Stability- Interim Study Report. 
Chang-Yan Chen; William E. DeVane; Alec Simpson. 
July 2, 2010; July 14, 2010; July 7, 2010. 
Badllus amyloliquefaciens strain D747 (CX-9032) liquid concentrate is produced from the same 
process as the MUP CX-9030 except 

Standard fermentation procedures are utilized though variable feed stocks for fermentation 
broth were not sufficiently described. Of concern ingredients to 

SUPPLEMENTAL but upgradeable- when amended CSFs and labels are provided that contain 
matching minimum CFU values. 
The studies do not comply with the requirements of 40 CFR Part 160 but use sound scientific methods 
and rocedures. 

Test Material: Bacillus subtilis var. amyloUquefaciens straln D747 (CX-9032) liquid concentrate. 

I, MANUFACTURING PROCESS: 
Deficiencies: The registrant must clarify all sources for the component of their fermentation broth, 
and discuss potential for residual allergens as defined in 40 CFR 180.950(2)(ii). 
Response: The registrant responded that 
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II CERTIFICATION OF LIMITS· . . 
TABLE 2. Nominal concentration and certified limits for Bacillus am ·toliauefaciens strain strain D747/ CX-903? liquid concentrate. 

Ingredients (CAS number) PC Code Purpose 
I Concentration(% bv weiRht) 
I Nominal Lower Upper 

Active Ine:redient- formulation 1 
Bacillus amyloliquejaciens strain D-747 fermentation solids, 

016482 
Active 

98.90 96.40 99.35 and s~ores (ID Code CX-9025 Liauid). ine:redient 
Inert Im:>Tedients formulation 1 

Active Ineredient- formulation 2 
Bacillus amyloliquefaciens stmin D-747 fermentation solids, 

016482 
Active 

98.90 96.40 99.35 and s~ores (ID Code CX-90?5 Liouid). inaredient 
Inert Ingredients formulation 2 

a nata from 9/29/20 II CSFs. 

Deficiencies: The upper and lower limits for the active ingredient in formulation 1 are uneven; the content 
should reflect the composition of the product, not just in final formulation; CSFs and labels should be 
amended from Bacillus subti!is var. amylo!iquefaciens to the current Bacillus amyloliquefaciens. 
Response: The registrant updated all labels CSFs to reflect the new taxonomy. Formulations percentages were 
corrected and some added inert ingredients were removed from the present CSFs. However, the minimum guarantee 
of viable cells, previously listed as 
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MRID No. 481655-05. 
Test Material 
Stud No. 
Sponsor 
Testing Facility 
Titles of Reports 
Author 
Stud Com leted 
Study Summary 

Classification 
Good Laboratory 
Practice 

Bacillus amyloliquefaciens strain D747 CX-9032. 
14046-10. 
Certis U.S.A., L.L.C.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 
Stillmeadow, Inc.; 12852 Park One Drive; Sugar Land, TX 77478. 
Bacillus subtWs CX-9030 Acute Eye Irritation Study in Rabbits. 
Janice 0. Kuhn, Ph.D., DABT. 
June 22, 2010. 
The maximum average irritation score of 0.667 obtained I hour after treatment declined to 0 after 24 
hours following ocular administration of 0.1 mL Bacillus amyloliquefaciens strain D747 CX-9032 to 
New Zealand White rabbits in a 72 hour observation period. 
ACCEPTABLE- practically non-irritating -EPA Toxicity Category IV. 
Signed and dated GLP statements were provided. 

I. MATERIALS AND METHODS 
A. MATERIALS: 
1. Test Material: 

Description: 
Lot/Batch#: 
Purity: 
CAS#: 
Storage conditions: 
Microbiology: 

Bacillus amyloliquejaciens strain D747. 
Bacillus amyloliquefaciens strain D747 CX-9032. 
0104-23-8. 
As formulated. 
nfa 
Shipped and stored at room temperature. 
Certificate of analysis provided by study sponsor- the laboratory did not perfonn 
further characterization. 

2. Sample Preparation: 88.3 mg equivalent to 0.1 mL was used for dosing. 
3. Controls: A naive control group was not included. 
4. Test animals: Rabbit 

Species: 
Strain: 
Age/weight at dosing: 
Source: 
Housing: 
Diet: 
Water: 
Environmental 
conditions: 

Not stated (Ol)·'c/olagus cuuiwlus) 
New Zealand White albino rabbits. 
Rabbits were approximately 4 months old; 2.550-3.175 Kg (1 male and 2 females). 
Myrtle's Rabbitry, Inc., Thompson Station, TN. 
Stainless steel ca~es, 1 rabbit/cage. 
PM! Feeds, !neT Lab Rabbit Diet #5321, -8 oz. daily. 
Municipal water, ad libitum. 
Temperature: I9-23°C 
Humidity: 59-95% 
Air changes: 10-12 per hour. 
Photoperiod: 12 hrs dark I 12 hrs light 

Acclimation period: 5 days 
B. STUDY DESIGN and METHODS: 
I. In life dates: Start: 22 March 2010; End: 25 March 2010 
2. Preliminary Challenge Assay: Not perfonned. 
3. Animal assignment and treatment: Test substance was applied at 0.1 mL (pH 4.29) undiluted to the conjunctival 
sac of the right eye to three animals (one male and two female rabbits). 
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4. Clinical Observations and Body Weights: Observations were made at 1 hour then daily following dosing; 
fluorescein was used and the eyes scored for lesions and opacity. 
5. Feed Consumption: Feed consumption was not measured. 
6. Necropsy and Organ Weight Determination: Necropsy was not performed. 
7. Microbial Enumeration: This component was not measured. 
8. Sensitivity of Detection: nla. 
9. Statistics: There were no treatment-related mortalities, so statistics were not required to calculate the LD50. 

II. RESULTS AND DISCUSSION: 
A. MORTALITY: There were no mortalities. The ocular LD > 0.1 mL. 
B. CLINICAL OBSERVATIONS: Ocular or non-ocular adverse effects were noted. 
C BODY WEIGHT· Not measured 

TABLE 1. Individual Male (M) and Female (F) Eye Scores w/ Time: Cornea 
(A-Densitv ofOoacitv B=Area ofOoacitv) 

Animal No. 
1 hour 24 hours I 48 hours 72 hours 4 davs I 7 davs 10 da •s I 14 davs 17 da ·s 121 davs 

A B A B A B A B A B A B A B A B A B I A B 
Non-washed e es 

M 4872 0 0 0 0 0 0 0 0 od nd nd nd nd od od od od od od od 
4873 0 0 0 0 0 0 0 0 nd od od od nd nd od nd od od od od F 
4877 0 0 0 0 0 0 0 0 od od od od od od od nd od nd nd od 

Washed eves 
M 4872 0 0 0 0 0 0 0 0 od od od od od od nd nd od nd od od 

F 
4873 0 0 0 0 0 0 0 0 nd od od od od od od od od nd od nd 
4877 0 0 0 0 0 0 0 0 od nd nd nd od od od od od od od od 

TABLE 2. Summarvof E\·e Irritation Scores with Time: Coniunctiva and Iris 
Score Condilions 1 hour I 24 hours 48 hours 72 hours 4 days 7 davs 10 days 14 davs 17 davs 21 davs 

Non-washed e es 
Conilincliva 

Ervthcma 0 0 0 0 od od od od od od 
Chemosis 0 0 0 0 od od od od nd nd 
Dischat;;; I 0 0 0 nd od od od od od 

Iris 0 0 0 0 od od od nd od od 
Washed e es 

Con·unctiva 
Ervthcma 0 0 0 0 od od nd nd nd od 
Chemosis 0 0 0 0 od nd od od nd od 
Dischm 0 0 0 0 od nd nd od od od 

Iris 0 0 0 0 od od od nd od od 
lmtatJOn score Js based on the Drmze Method (1959): nd -not done. 

TABLE 3. Summa~ of A vera~e and Prlmarv Eve Irritation Scores with Time 
Animal# I hour 24 hour 48 hour 72 hour 4dav 7d• !Oda 14da 17 da 21 da 

Non-washed eves 
M 4872 0 0 0 0 od nd od od nd od 

F 
4873 2 0 0 0 od od od od od od 
4877 0 0 0 0 nd od od od nd od 

Average 0.667 0 0 0 od od od od od od 
Washed eves 

M 4872 0 0 0 0 od od od od od od 
4873 0 0 0 0 od od od nd od od F 
4877 0 0 0 0 od od od od od od 

Avera e 0 0 0 0 od od od od od od 
D. FEED CONSUMPTION: Feed consumptiOn was not measured. 
E. NECROPSY: Not performed. 
F. ORGAN WEIGHTS: Not measured. 
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G. MICROBIAL ENUMERATION: Not measured. 
H. STUDY AUTHORS' CONCLUSIONS: The maximum average initation score of0.7, obtained 1 hour after 
treatment, was used to rate Bacillus subtilis CX-9032 practically non-irritating. Fluorescein staining did not 
occur in any eyes. Toxicity categories are determined by the presence and duration of corneal involvement, iridic 
irritation, and positive conjunctival irritation. Any corneal involvement or iridic irritation with a score of 1 or 
more is considered positive. Any conjunctival irritation (redness or chemosis) with a score of 2 or more is 
considered positive. 
I. REVIEWERS' CONCLUSIONS: The maximum average irritation score of0.667 obtained 1 hour after 
treatment declined to 0 after 24 hours following ocular administration of 0.1 mL Bacillus amyloliquefaciens strain 
D747 CX-9032 to New Zealand White rabbits in a 72 hour observation period. 

DEFICIENCIES: None. 

TABLE 4: Gradinl! Ocular Lesions based on the Draize Method. 
None 0 
Scattered or diffuse area; details of iris are clearly visible + I 

Opacity • degree of density Easil discernible translucent areas; details of iris sli htl obscured '2 
ODalcsccnt areas; no details of iris visible, size of ounil barelv discernible *3 + c 

0 0 a ae; iris invisible '4 
R None 0 
N 1-25% I 
E Area of cornea Involved 26-50% 2 
A 51-75% 3 

76-100% 4 
The o acit rcadin is taken at the most dense area. 

Cornea score (0 a cit oints) *(Area of cornea involved oints) * 5; minimum 0, maximum 80. 
No change from normal 0 
Iris still reacts to light (sluggish response is positive). Any or all of lhc following or any combination: 
-Folds above nonnal 

r - Congestion ' I 

R 
-Swelling 

Circumcomeal in"ection 
I 

Any or all of the following: s 
-No reaction to light 

'2 
- Hemorrhage 
- Gross destruction 

Iris score Uris oints) * 5· minimum 0, maximum 10. 
Normal 0 

Redness I Erythema 
V esse Is definitely inicctcd above normal I 

c More diffuse dee cr crimson red individual vessels not easily discernible *2 

0 Diffuse beef ccd '3 
N Normal 0 

J Ao swellin above normal includin the nictitatin membrane I 
u Chemosis Obvious swcllin with artial eversion of lids '2 
N Swelling with lids about half closed *3 
c Swelling with lids about half closed to com letel 'closed '4 
T Normal 0 
I Any amount different from nonnal (docs not include the small amount 
v Discharge observed in inner canthus of normal animals) I 

A Discharge with moistening of the lids and hairs iust adiaccnt to the lids 2 
E Discharge with moistening of the lids and considcrahlc area around the c cs 3 

Redness refers t;:;-;;alOehral con·unctivac on I (The al cbral con ·ul\ctiva covers the osterior surface of thee elid). 
Coniunctivae score= (Redness noints) +(Chemosis noints) + (Discharl!.e >oints) * 2; minimum 0, maximum 20. 

Total score (Corneal score)+ (Iris score)+ (Con"unclivaescore)• minimum 0, maximum 110. 

* Stgmf1cant or notable Irntation per OCSPP Gmdehne 870.2400. 
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Stud No. 
Sponsor 
Testing Facility 

Classification 
Good Laboratory 
Practice 

DATA EVALUATION RECORD 

481655-06. 
Bacillus amyloliquefaciens strain D747 CX-9032. 
14047-10. 
Certis U.S.A., L.L.C.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 
Stillmeadow, Inc.; 12852 Park One Drive; Sugar Land, TX 77478. 
Bacillus subtilis CX-9032 Acute Dermal Irritation Study in Rabbits. 
Janice 0. Kuhn, Ph.D., DABT. 
June 15,2010. 
No evidence of irritation was found from dermal administration of 0.5 mL undiluted Bacillus 
amyloliquefaciens strain D747 CX-9032 to rabbits during a 72 hour exposure and observation period. 
The dermal irritation score for Bacillus amyloliquefaciens strain D747 CX-9032 was 0.00. 
ACCEPTABLE- essentially non-irritating- EPA Toxicity Category IV. 
Signed and dated GLP statements were provided. 

I. MATERIALS AND METHODS 
A. MATERIALS: 
I. Test Material: 

Description: 
Lot/Batch#: 
Purity: 
CAS#: 
Storage conditions: 
Microbiology: 

Bacillus amyloliquefaciens strain D747. 
Bacillus amyloliquefaciens strain D747 CX-9032. 
0104-23-8. 
As formulated. 
nla 
Shipped and stored at room temperature. 
Certificate of analysis provided by study sponsor~ the laboratory did not perform 
further characterization. 

2. Sample Preparation: 0.5 rnL was used for dosing. 
3. Controls: A naive control group was not included. 
4. Test animals: Rabbit 

Species: 
Strain: 
Age/weight at dosing: 
Source: 
Housing: 
Diet: 
Water: 
Environmental 
conditions: 

Not stated (Oryctolagvs cw1iculus) 
New Zealand \Vhite albino rabbits. 
Rabbits were approximately 4 months old; 3.150-3.200 Kg (I male and 2 females). 
Myrtle's Rabbitry, Inc., Thompson Station, TN. 
Stainless steel ca~es, 1 rabbiUcage. 
PM! Feeds, !neT Lab Rabbit Diet #5321, -8 oz. daily. 
Municipal water, ad libitum. 
Temperature: 19-23°C 
Humidity: 55-95% 
Air changes: 10-12 per hour. 
Photoperiod: 12 hrs dark I 12 hrs light 

Acclimation period: 5 days 
B. STUDY DESIGN and METHODS: 
1. In life dates: Start: 24 May 2010; End: 28 May 2010 
2. Preliminary Challenge Assay: performed on one animal 24 hours prior to treating other animals. 
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3. Animal assignment and treatment: All animals had fur shaved from the dorsal trunk in m1 area 8 cm2 the day of 
dosing. Live test substance was applied at 0.5 mL undiluted (pH 4.29) to three animals (one male and two female 
rabbits) and the area was wrapped with 2.5 cm2 gauze dressing and elastic adhesive bandage for 4 hours, after 
which the dressing and bandage were removed, the area rinsed with water then wiped to remove residues. 
4. Clinical Observations and Body Weights: Observations made before the first hour then daily after dosing. 
5. Feed Consumption: Feed consumption was not measured. 
6. Necropsy and Organ Weight Determination: not perfonned. 
7. Microbial Enumeration: This component was not measured. 
8. Sensitivity of Detection: n/a. 
9. Statistics: There were no clinical signs or treatment-related mortalities, so statistics were not required to 
calculate the LD50 though they were used to report differences in organ and body weights. 

II. RESULTS AND DISCUSSION: 
A. MORTALITY: There were tto mortalities; dermal LD > 0.5 mL. 
B. CLINICAL OBSERVATIONS: No signs of dermal irritation, edema or eschar were observed. 
C. BODY WEIGHT: Not measured. 
D. FEED CONSUMPTION: Feed consumption was not measured. 
E. NECROPSY: Not perfonned. 
F. ORGAN WEIGHTS: Not measured. 
G. MICROBIAL ENUMERATION: Not measured. 
H. STUDY AUTHORS' CONCLUSIONS: The primary irritation index of 0.0 out of a possible 8.0 was obtained 
from the observations at I, 24, 48 and 72 hours, and was used to give Bacillus subtilis CX-9032 a descriptive 
rating of non-irritating. Based on the 72-hour observations only, Bacillus subtilis CX-9032 is assigned to toxicity 
category IV. 
I. REVIEWERS' CONCLUSIONS: No evidence ofinitation was found from dermal administration of 0.5 mL 
undiluted Bacillus am_vloliquefaciens strain D747 CX-9032 to rabbits during a 72 hour exposure m1d observation 
period. The dermal irritation score for Bacillus amyloliquefaciens strain D747 CX-9032 was 0.00. 

DEFICIENCIES: None. 

Appendix 1: Description of Skin Reactions 

Evaluation of Skin Reactions Score 

Erythema and eschar formation 
No er)1hema 0 
Very slight erythema (barely perceptible) I 
Well-defined eryihema 2 
Moderate to severe erythema 3 
Severe erythema (beet redness) to slight eschar formation (injuries in depth) 4 

Edema Formation 
No edema 0 
Very slight edema (barely perceptible) I 
Slight edema (edges of area well-defined by definite raising) 2 
Moderate edema (raised approximately I mm) 3 
Severe edema (raised more than I mm and extending beyond the area of exposure) 4 
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Biopesticides and 

Pollution Prevention 

Division 

September 15, 2011 Pages: 45 including cover 

TO: Chris Dively 
FAX Phone:301-604-7015 

FROM: Susanne Cerrelli 
US Environmental Protection Agency. 
Office of Pesticide Programs 
Biopesticides & Pollution Prevention Division (7511c) 

Phone 703-308-8077 (FAX 703-308-7026) 
Email: CERRELLI.SUSANNE@ epa.gov 

Subject: Data evaluation records for B. subtilis Var Amyloliquefaciens -D747 
EPA Reg. No. 70051-RNI and RNT 

Attached is the September 14, 2011 Data Evaluation Record of Product Identity 
and Characterization and for all the submitted mammalian Toxicity/ pathogenicity 
studies. I appreciate your assistance in addressing all the guidelines that were 
determined to be supplemental but upgradable. 

If you have any questions, please contact me. 

Sincerely, / f 
~'{UV~ 

Susanne Cerrelli 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

SEP 1 4 2011 OFFICE OF CHEMICAL 
SAFETY AND POLLUTION 

PREVENTION 

*** CONTAINS FIFRA CONFIDENTIAL BUSINESS INFORMATION *** 
MEMORANDUM 

SUBJECT: Bacillus subtilis var. amyloliquefaciens strain D747 currently Bacillus amyloliquefaciens strain D747. 

TO: Susarme Cerreiii, M.S., Regulatory Action Leader 
Microbial Pesticides Branch, Biopesticides and 
Po II uti on Prevention Division (7 511 P) 

FROM: Joel V. Gagliardi, Ph.D., Microbial Ecologist 
Microbial Pesticides Branch, Biopesticides and 
Pollution Prevention Division (7511P) 

THROUGH: John L. Kough, Ph.D., Senior Scientist ~ \ 
Microbial Pesticides Branch, Biopesticid s d 
Pollution Prevention Division (7511P) 

ACTION REQUESTED: Review submitted studies for FIFRA section 3 registration of an MUP and 2 new EPs 
with a food tolerance exemption petition. 

CONCLUSIONS: Product Identity and Characterization- SUPPLEl\IIENT AL but upgradeable; Acute Oral, 
Injection and Pulmonary Toxicity I Pathogenicity studies -ACCEPTABLE- not infective, pathogenic or 
toxic; Acute Oral, Inhalation and Dermal Toxicity, Acute Dermal Irritation for CX-9030- ACCEPTABLE
EPA Toxicity Category IV; Acute Eye Irritation for CX-9030- ACCEPTABLE- EPA Toxicity Category III; 
Acute Eye and dermal Irritation studies for CX-9032- SUPPLEl\IIENT AL but upgradeable; Waiver requests 
for Acute Oral, Dermal and Inhalation Toxicity studies for CX-9032- ACCEPTABLE; Waiver request for 
Hypersensitivity- SUPPLEMENTAL- not a required study; Exemption from Tolerance- ACCEPT ABLE. 

DATA REVIEW RECORD: 

Active Ingredient: 
Product Names: 
Company Name: 
EPA Reg. Nos.: 
Chemical Number: 
Decision Numbers: 
DP Barcodes: 
MRIDNos.: 

Bacillus amyloliquefaciens strain D747, 
CX-9032; CX-9030. 
Cerris USA, LLC. 
70051-RNT; 70051-RNI; OF7760. 
016482. 
437753;437757;437758. 
382918;382984;390005. 
481655-01; 481655-02; 481655-03; 481655-04; 481655-05; 481655-06; 481657-01; 
481657-02; 481657-03; 481657-04; 481657-05; 481657-06; 481657-07; 481657-08; 
481657-09; 481657-10; 481657-11. 
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BACKGROUND: 
Another Bacillus subtilis var. amyloliquefaciens strain FZB24 is registered (PC Code 006480) for non-food 
greenhouse and indoor uses on ornamentals, shrubs, shade and forest tree seedlings for plant strengthening, 
enhancing growth, increasing yields, and as a fungicide for suppressing selected soil-borne diseases such as 
Rhizoctonia and Fusarium. Most reports are that Bacillus subtilis and B. amyloliquefaciens were subtypes or 
variants of the same species however more recent work has established Bacillus amyloliquefaciens as a separate 
species. Bacillus amyloliquefaciens is in the Bacillus subtilis 'group' but is now considered a separate species, 
rather than a B. subtilis variant. The correct taxonomic designation is therefore Bacillus amyloliquefaciens strain 
D747. After conversations with Chris Dively at Certis, EPA will ask that this organism be renamed. Further 
steps at EPA will require alteration of the name under PC Code 016482, changing the tolerance exemption to 
reflect the new name, and asking Certis to provide new labels and CSFs for all affected products containing 
Bacillus amyloliquefaciens strain D747. 

SUMMARY OF REVIEWED DATA: 
STUDY TYPES: Product Identity; Manufacturing Process; Discussion of Fonnation of Unintentional Ingredients; 
Analysis of Samples; Certification of Limits; Enforcement Analytical Method; Physical and Chemical 
Characteristics. 
OCSPP Guidelines: 885.1100; 885.1200; 885.1300; 885.1400; 885.1500; 830.1800; 830.6302-830.7950. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747 (CX-9030 contains the ai CX-9025). 
MRID NOS.: 481657-01; 481657-02; 481657-03. 
DISCUSSION: Bacillus amyloliquefaciens D747 is a member of the Bacillus subtilis group of bacteria. Several 
other registrations and food tolerance exemptions exist for pesticidal applications of other similar Bacillus strains. 
This isolate is from an air sample in Japan and is on deposit with ATCC, though accessibility was unclear. 
Standard fermentation procedures are utilized though variable components for fermentation broth were not 
sufficiently described. Of concern ingredients 

CLASSIFICATION: SUPPLEMENTAL but upgradeable- when accessibility of the ATCC deposit is 
clarified, infonnation is provided for potential allergen residues that may become part of pesticides applied to 
foods, and amended CSFs and labels are provided. 

STUDY TYPES: Product Identity; Manufacturing Process; Discussion of Fonnation of Unintentional Ingredients; 
Analysis of Samples; Certification of Limits; Enforcement Analytical Method; Physical and Chemical 
Characteristics. 
OCSPP Guidelines: 885.1100; 885.1200; 885.1300; 885.1400; 885.1500; 830.1800; 830.6302-830.7950. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747 (CX-9032) liquid concentrate. 
MRIDNOS.: 481655-01; 481655-02; 481655-03. 
DISCUSSION: Bacillus amyloliquefaciens strain D747 (CX-9032) liquid concentrate is produced from the same 
process as the MUP CX-9030 except
Standard fermentation procedures are utilized though variable feed stocks for fermentation broth were not 
sufficiently described. Of concern ingredients 
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CLASSIFICATION: SUPPLEMENTAL but upgradeable- when accessibility of the ATCC deposit is 
clarified, information is provided for potential allergen residues that may become part of pesticides applied to 
foods, and amended CSFs and labels are provided. 

STUDY TYPE: Acute Oral Toxicity I Pathogenicity- Rat. 
OCSPP Guideline: 885.3050. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747. 
MRID NO.: 481657-04. 
DISCSSSION: No evidence of infectivity, pathogenicity or toxicity was found from oral administration of 
l.OxlO CFU Bacillus amyloliquefaciens strain D747 to rats. Clearance from fecal material occurred by day 14 and 
no viable organisms were recovered from blood or any other organ or tissue. 
CLASSIFICATION: ACCEPT ABLE- oral LD > LOx! 08 CFU/rat- not infective, pathogenic or toxic. 

STUDY TYPE: Acute Injection Toxicity I Pathogenicity- Rat. 
OCSPP Guideline: 885.3200. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747. 
MRID NO.: 481657-05. 
DISCUSSION: No evidence of infectivity, pathogenicity or toxicity was found from intravenous administration of 
l.Oxl07 spores Bacillus amyloliquefaciens strain D747 to rats. There were no mortalities, no clinical effects from 
intravenous administration and steady weight gain of treated rats throughout the study duration. Clearance was 
steady though residual viable cells remained in the liver and spleen at day 60 on study termination, typical of spore 
forming bacteria administered to rats. There was no evidence of an increase in viable counts over time that would 
be indicative of a chronic infection. Since a pattern of clearance was shown it is assumed that the remaining viable 
cells were spores that take longer to be cleared by healthy immune systems. 
CLASSIFICATION: ACCEPT ABLE- intravenous LD > I.Ox I 07 CFUirat- not infective, pathogenic or toxic. 

STUDY TYPE: Acute Pulmonary Toxicity I Pathogenicity- Rat. 
OCSPP Guideline: 885.3150. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747. 
MRID NO.: 481657-06. 
DISCUSSION: No evidence of infectivity, pathogenicity or toxicity was fomtd from intratracheal administration 
of l.OxlO spores Bacillus amyloliquefaciens strain D747 to rats. There were no mortalities, no clinical effects 
from intratracheal administration and steady weight gain of treated rats throughout the study duration. Clearance 
was steady though residual viable cells remained in the lungs and trachea at day 60 on study termination, typical of 
spore forming bacteria administered to rats. There was no evidence of an increase in viable counts over time that 
would be indicative of a chronic infection. Since a pattern of clearance was shown it is assumed that the remaining 
viable cells were spores that take longer to be cleared by healthy immune systems. 
CLASSIFICATION: ACCEPTABLE- pulmonary LD > l.Oxl07 CFU/rat ·not infective, pathogenic or toxic. 

STUDY TYPE: Acute Oral Toxicity- Rats. 
OCSPP Guideline: 870.1100. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747 CX-9030. 
MRID NO.: 481657-07. 
DISCUSSION: No evidence of toxicity was found from oral administration of 5000 mg!Kg Bacillus 
amyloliquefaciens strain D747 CX-9030 to rats in a 14 day acute toxicity study. 
CLASSIFICATION: ACCEPT ABLE· oral LD > 5000 mg/Kg- EPA Toxicity Category IV. 
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STUDY TYPE: Acute Dermal Toxicity- Rabbits. 
OCSPP Guideline: 870.1200. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747 CX-9030. 
MRID NO.: 481657-08. 
DISCUSSION: No evidence of toxicity was found from dermal administration of 5050 mg/Kg Bacillus 
amyloliquefaciens strain D747 CX-9030 to rats in a 14 day acute toxicity study. 
CLASSIFICATION: ACCEPTABLE- dermal LD > 5050 mg/Kg- EPA Toxicity Category IV. 

STUDY TYPE: Acute Inhalation Toxicity- Rats. 
OCSPP Guideline: 870.1300. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747 CX-9030. 
MRID NO.: 481657-09. 
DISCUSSION: Slight toxicity lasting two days from 4-hour aerosol inhalation administration of 2.18 mg/L 
Bacillus amyloliquefaciens strain D747 CX-9030 was noted to rats in a 14 day acute toxicity study. 
CLASSIFICATION: ACCEPTABLE- inhalation LC > 2.18 mg!L- EPA Toxicity Category IV. 

STUDY TYPE: Acute Eye Initation- Rabbit. 
OCSPP Guideline: 870.2400. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747 CX-9030. 
MRID NO.: 481657-10. 
DISCUSSION: The maximum average irritation score of 18.3 obtained I hour after treatment declined to 17.33 
after 24 hours, 2 after 48 hours and 0 after 72 hours following ocular administration of 0.1 mL Bacillus 
amyloliquefaciens strain D747 to New Zealand White rabbits in a 72 hour observation period. 
CLASSIFICATION: ACCEPTABLE- mildly-irritating- EPA Toxicity Category Ill. 

STUDY TYPE: Acute Dermal Irritation. 
OCSPP Guideline: 870.2500. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747 CX-9030. 
MRIDNO.: 481657-11. 
DISCUSSION: No evidence of irritation was found from dermal administration of 500 mg Bacillus 
amyloliquefaciens strain D747 CX-9030 to rabbits during a 72 hour exposure and observation period. The dermal 
irritation score for Bacillus amyloliquejaciens strain D747 CX-9030 was 0.00. 
CLASSIFICATION: ACCEPTABLE- essentially non-irritating- EPA Toxicity Category IV. 

STUDY TYPE: Acute Eye Irritation- Rabbit. 
OCSPP Guideline: 870.2400. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747 CX-9032. 
MRID NO.: 481655-05. 
DISCUSSION: The maximum average irritation score of 0.667 obtained 1 hour after treatment declined to 0 after 
24 hours following ocular administration of 0.1 rnl., Bacillus amylo!ique.faciens strain D747 CX-9032 to New 
Zealand White rabbits in a 72 hour observation period. 
CLASSIFICATION: SUPPLEMENTAL but upgradeable- potentially practically non-irritating- EPA 
Toxicity Category IV; the test material described here as 7% ai should be clarified how it differs from the CSF 
provided. 

STUDY TYPE: Acute Dermal Irritation. 
OCSPP Guideline: 870.2500. 

4 

303



TEST MATERIAL: Bacillus amyloliquefaciens strain D747 CX-9032. 
MRID NO.: 481655-06. 
DISCUSSION: No evidence of irritation was found from dermal administration of 0.5 mL undiluted Bacillus 
amyloliquefaciens strain D747 CX-9032 to rabbits during a 72 hour exposure and observation period. The dermal 
irritation score for Bacillus amyloliquefaciens strain D747 CX-9032 was 0.00. 
CLASSIFICATION: SUPPLEMENTAL but upgradeable- potentially essentially non-irritating- EPA 
Toxicity Category IV; the test material described here as 7% ai should be clarified how it differs from the CSF 
provided. 

WAIVER REQUESTS: for Acute Oral Toxicity; Acute Dermal Toxicity; Acute Inhalation Toxicity; 
Hypersensitivity. 
OCSPP Guidelines: 870.1100; 870.1200; 870.1300; 885.3400. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747 CX-9032. 
MRID NOS.: 481655-04. 
DISCUSSION: Oral exposure to the manufacturing use product showed no adverse effects including infectivity, 
pathogenicity and toxicity up to the limit dose. Dermal toxicity and irritation testing for the end-use products 
showed no adverse effects up to the limit doses. Pulmonary exposure to the manufacturing use product showed no 
adverse effects including infectivity, pathogenicity and toxicity though slight toxicity lasting 2 days from 4-hour 
aerosol inhalation administration of 2.18 mg/L, where inert ingredients were also present, was noted in another 
study. Inert ingredients all have existing appropriate food tolerance exemptions and most are listed as 40 CFR 
180.950 minimal risk; no additional toxicity for oral, dennal or inhalation exposure is expected from the 
incremental testing of formulations with these inert ingredients added. 
CLASSIFICATION: Acute Oral Toxicity, Acute Dermal Toxicity, Acute Inhalation Toxicity- ACCEPTABLE; 
Hypersensitivity- SUPPLEMENTAL- not a required study. 

PETITION REQUEST: FFDCA. 
Study Title: FOOD TOLERANCE EXEMPTION PETITION. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747. 
DISCUSSION: Based on extensive testing of the manufacturing use product and of end-use products containing 
the active ingredient, no toxicity, infectivity, pathogenicity or other adverse effects from dietary exposure to 
Bacillus amyloliquefaciens strain D747 are expected. Bacillus spp. including Bacillus amyloliquefaciens are 
commonly found in agricultural settings (i.e. soils) and are present on fresh produce of all kinds with no known 
adverse effects. The Manual of Clinical Microbiology (9th edition) mentions that dried food such as spices, milk 
powder and grains often contain large amounts of Bacillus spores. Bacillus amyloliquefaciens is not known to 
produce any mammalian toxins and no food borne disease outbreaks associated with Bacillus amyloliquefaciens or 
toxin production from Bacillus amy!oliquefaciens have been reported. Since Bacillus amyloliquefaciens is 
naturally present in soils, exposure to Bacillus amyloliquefaciens from surface and possibly groundwater can be 
expected. Water treatment processes should remove any Bacillus amyloliquefaciens present. No adverse effects are 
expected or have been reported from exposure to Bacillus amyloliquefaciens through drinking water. 
Oral LD > 1.0x108 CFU/rat- not infective, pathogenic or toxic. 
Intravenous LD > l.Ox107 CFU/rat- not infective, pathogenic or toxic. 
Pulmonary LD > l.Ox107 CFU/rat- not infective, pathogenic or toxic. 
Oral LD > 5000 mg/Kg- EPA Toxicity Category IV. 
Dermal LD > 5050 mg/Kg- EPA Toxicity Category IV. 
Inhalation LC > 2.18 mg/L- EPA Toxicity Category IV. 
Mildly-irritating to the eye- EPA Toxicity Category III. 
Essentially non-irritating dermally- EPA Toxicity Category IV. 
CLASSIFICATION: ACCEPTABLE. 
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MRIDNos. 
Test Material 
Study Nos. 
Sponsor 
Testing Facility 
Titles of Reports 

Authors 
Studies Completed 
Study Summaries 

Classifications 

Good Laboratory 
Practice 

Product Identity (OCSP 8 5.1100); Manufacturing Process (885.1200); Discussion of Formation of 
Unintentional Ingredients 85.1300); Analysis of Samples (885.1400); Ce1tification of Limits (885.1500); 
Enforcement Analytical Method (830.1800); Physical and Chemical Characteristics (830.6302- 830.7950). 
481657-01; 481657-02; 481657-03. 
Bacillus amyloliquefaciens strain D747 (CX-9030 contains the ai CX-9025). 
None. 
Certis U.S.A., L.L.C.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 
Certis U.S.A., L.LC.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 
Bacillus subtilis var. amyloliquefaciens strain D-747 (CX-9030) ~Microbial Pesticide Data Requirements; 
Bacillus subtilis var. amyloliquefaciens strain D-747 End-use product (ID Code CX-9030) ~Product 
Properties I Storage Stability. 
Chang-Yan Chen; William E. DeVane; Alec Simpson. 
July 12, 2010; June 22, 2010; July 7, 2010. 
Bacillus amyloUquefaciens D747 is a member of the Bacillus subtilis group of bacteria. Severn! other 
registrations and food tolerance exemptions exist for pesticidal applications of other similar Bacillus strains. 
This isolate is from an air sample in Japan and is on deposit with ATCC, though accessibility was unclear. 
Standard fermentation procedures are utilized though variable components for fermentation broth were not 
sufficiently described. Of concern ingredients 

SUPPLEMENTAL but upgradeable ~when accessibility of the ATCC deposit is clarified, information is 
provided for potential allergen residues that may become part of pesticides applied to foods, and amended 
CSFs and labels are provided. 
The studies do not comply with the requirements of 40 CPR Part 160 but use sound scientific methods and 

rocedures. 

Test Material: Bacillus amyloliquefaciens strain D747 (formerly Bacillus subtilis var. amyloliquefaciens strain 
D747); (CX-9030 contains the ai CX-9025); NRRL B-50405. 

I. PRODUCT IDENTITY: 
Various tests conducted for identification produced results that varied mostly based on the reference consulted, not 
the identity of the microbe. Phenotypic characterization was Gram+, oxidative spore-former, grows at 30 °C but not 
50°C, grows at 6.5% NaCl, VP+, ONPG-, MR-, nitrate reduced, starch hydrolyzed~ all indicative of identification 
as Bacillus amyloliquefaciens according to Bergey's Manual, 2nd edition (2009). Further contract work was done by 
MIDI labs with FAME identification as Bacillus subtilis-GC subgroup B with a 0.710 similarity index (caveat~ B. 
amyloliquefaciens is not in the FAME clinical database); and a DNA match, with 0.37% difference, of Bacillus 
amyloliquefaciens based on 16s sequencing; the FAtviE TSBA database was not assayed. July 28, 2011 
communication with Certis resulted in a change to the taxonomy for registration purposes from Bacillus subtilis 
var. amyloliquefaciens to Bacillus amyloliquefaciens strain D747. 
The classification of strain D747 is as follows: Genus: Bacillus 

Species: amyloliquefaciens 
Family: Bacillaceae 
Order: Bacillales 
Class: Bacilli 
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Phylum: Firmicutes 
Kingdom: Bacteria 

Known taxonomy of the genus Bacillus: http://wwv .. ;.ncbi.nlm.nih.e:ov!faxonomy/Browser!wwwtax.ce:i 
Bacillus subtilis group 

Bacillus amyloliquefaciens 
Bacillus amyloliquefaciens LL3 
Bacillus amyloliquefaciens PGKI 
Bacillus amyloliquefaciens subsp. amyloliquefaciens 
Bacillus amyloliquefaciens DSM 7 
Bacillus amyloliquefaciens subsp. plantarum 
Bacillus amyloliquefaciens FZB42 
Bacillus amyloliquefaciens TA208 
Bacillus amyloliquefaciens XH7 

Bacillus atrophaeus 
Bacillus atrophaeus 1013-1 
Bacillus atrophaeus 1013-2 
Bacillus atrophaeus 1942 
Bacillus atrophaeus ATCC 49822 
Bacillus atrophaeus ATCC 49822-1 
Bacillus atrophaeus ATCC 49822-2 
Bacillus atrophaeus ATCC 9372 
Bacillus atrophaeus ATCC 9372-1 
Bacillus atrophaeus ATCC 9372-2 
Bacillus atrophaeus BACI051-E 
Bacillus atrophaeus BACI051-N 
Bacillus atrophaeus Detrick-! 
Bacillus atrophaeus Detrick-2 
Bacillus atrophaeus Detrick-3 
Bacillus atrophaeus str. Dugway 

Bacillus !icheniformis 
Bacillus licheniformis 9945A 
Bacillus licheniformis ATCC 14580 

Bacillus mojavensis subgroup 
Bacillus axarquiensis 
Bacillus malacitensis 
Bacillus mojavensis 
Bacillus sonorensis 

Bacillus subtilis 
Bacillus subtilis Abs3 
Bacillus subtilis BSn5 
Bacillus subtilis gtP20b 
Bacillus subtilis str. 10 
Bacillus subtilis subsp. amylosacchariticus 
Bacillus subtilis subsp. chungkookjang 
Bacillus subtilis subsp. endophytic us 
Bacillus subtilis subsp. inaquosorum 
Bacillus subtilis subsp.lactipan 
Bacillus subtilis subsp. natto 
Bacillus subtilis subsp. natto BEST195 
Bacillus subtilis subsp. qingdao 
Bacillus subtilis subsp. sa data 
Bacillus subtilis subsp. spizizenii 
Bacillus subtilis subsp. spizizenii ATCC 6633 
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Bacillus subtilis subsp. spizizenii RFWGIA3 
Bacillus subtilis subsp. spizizenii RFWG IA4 
Bacillus subtilis subsp. spizizenii RFWG4C10 
Bacillus subtilis subsp. spizizenii RFWG5BI5 
Bacillus subtilis subsp. spizizenii str. W23 
Bacillus subtilis subsp. subtilis 
Bacillus subtilis subsp. subtilis str. 168 
Bacillus subtilis subsp. subtilis str. AU$198 
Bacillus subtilis subsp. subtilis str. JH642 
Bacillus subtilis subsp. subtilis str. NCIB 3610 
Bacillus subtilis subsp. sub til is str. SMY 
Bacillus subtilis YFOOI 

Bacillus vallismortis 
Bacillus vallismortis NRRL B-14890 

Bacillus sp. Ml(2010) 
Bacillus sp. Ml00(2010) 
Bacillus sp. Ml01(2010) 
Bacillus sp. MI03(2010) 
Bacillus sp. M II 0(2010) 
Bacillus sp. Mll2(2010) 
Bacillus sp. Ml4(2010) 
Bacillus sp. M2(2010) 
Bacillus sp. M21(2010) 
Bacillus sp. M22(2010) 
Bacillus sp. M25(2010) 
Bacillus sp. M29(2010) 
Bacillus sp. M30(2010) 
Bacillus sp. M35(2010) 
Bacillus sp. M38(2010) 
Bacillus sp. M4(2010b) 
Bacillus sp. M40(2010) 
Bacillus sp. M5(201 0) 
Bacillus sp. M63(2010) 
Bacillus sp. M64(2010) 
Bacillus sp. M67(20 I 0) 
Bacillus sp. M68(20 10) 
Bacillus sp. M88(2010) 
Bacillus sp. M90(2010) 
Bacillus sp. M94(2010) 
Bacillus sp. M95(2010) 
Bacillus sp. M98(2010) 
Bacillus sp. TTI06(2010) 
Bacillus sp. TT45(2010) 
Bacillus sp. TT46(2010) 
Bacillus sp. TT53(2010) 
Bacillus sp. TT80(2010) 

Natural history of Bacillus amyloliquefaciens strain 0747: Strain D747 was found in an air sample above 
Kikugawa-Cho, Ogasa-gun, Sinzuoka-Ken, Japan which appears from available maps to be an urban area. Original 
identification in 2002 based on gyrB sequencing by the Kumai Chemical Industry Co., LTD. was Bacillus subtilis 
var. amyloliquefaciens. Bergey's manual states that Bacillus spp. are inhabitants of soil or environments that may 
be contaminated by soil. With the exception of Bacillus anthracis in the B. cereus group, Bergey's Manual 
categorizes Bacillus spp. as rarely associated with diseases of humans or other animals, other than cases of food 
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poisoning (from emetic toxin production) and some reports of opportunistic infections; some Bacillus 
thuringiensis spp. also in the B. cereus group are pathogens of insects. Bergey's Manual mentions that Bacillus 
amyloliquefaciens are sources of indusu·ial a-amylase and protease enzymes. The Manual of Clinical 
Microbiology (91

h edition) mentions that dried food such as spices, milk powder and grains often contain large 
amounts of Bacillus spores. 

Deficiencies: It is not clear if the ATCC cnlture is available to anyone but the depositor. 

II. MANUFACTURING PROCESS: 

IV ANALYSIS OF SAMPLES· S t ble I . . ee a 
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V CERTIFICATION OF LIMITS· . . 
TABLE 2. Nominal concentration and certified limits for Bacillus amyloliquefaciens strain strain D747/ CX-9030. 

Ingredients (CAS number) PC Code Purpose I Concentration(% by wei2ht) 
Nominal Lower ~r 

Active Ingredient 
Bacillus amy!oliquefaciens slrain D-747 TGAI (ID 

016482 
Aclive 

25.0 24.25 25.75 Code CX-9025) 2 x I 011 CFU/gb ingredient 
Inert ln!:!redients 

aDa! a from 7/9/20 I 0 CSFs; b the currenJ CSF ltsts the at as Bacillus subul!s var. amylo{lquefactells and should be amended along 
wiJh Jhe label. 

Deficiencies: The CSFs and labels should be amended from Bacillus subtilis var. amyloliquefacieJts to the 
current Bacillus amyloliquefaciens. 

VI. PHYSICAL AND CHEMICAL CHARACTERISTICS: seeTable3. 
TABLE 3. P~ysical and Chemical PrQQ_erties for Bacillus amyloUquefaciens strain strain D747/ CX-9025. 

Guideline Reference NoJPro ert · 
830.6302 Color 
830.6303 Ph sica! Stale 
830.6304 Odor 
830.6313 Stabilit 
830.63!4 Oxidation/Reduction: Chemieallncom atibilil 
830.6315 Flammabilit 
830.63!6 Ex Jodabilil 
830.63!7 Stora Stabilit 
830.6319 Miscibilit 
830.6320 Corrosion Characteristics 
830.632 t Dielectric Breakdown Volta e 
830.7000 H 
830.7100 Viscosit 
830.7200Meltin Ran c 
830.7220 Bo"ilin Ran c 
830.7300 Densit /Relative Dcnsit /Bulk Densit 
830.7370 Dissociation Constant in Water 
830.7550 Partition Coefficient 
830.7840 Water Solubilil 
830.7950 Va or Pressure 

anata from MRIDs 481657-0 I; 481657-02; 481657-03. 

Deficiencies: None. 

Descri tion of Result 
Bci c. 

Fine owdcr. 
Yea~l odor. 

S ores inactivated at 54 "C. 
Not a licable, the roduct does nol contain oxidizin or reducinoo a cnts. 

Not a licablc, the roducl does not contain flammable in redicnls. 
Not a licable, the roduct does nol contain ex losive in edicnts. 

Stable to one ear at 25"C without loss of viabilit . 
Not a Jlcable, the roduct is not an emulsifiable li uid. 

Not a llcablc. the roduct is a owder. 
Not a licable, the roduct is nol for use around electrical ui menl. 

6.5 7.0(J%w/w) 
Not a licable, the roduct is a owder. 

Not a licable. 
Not a licablc, the roduct is not ure active in redienl. 

Notre rtod. 
Nota licable, the roducl is not ure active in redient. 
Not a licable, the roduct is nol ure active in redienl. 
Not a licable, the roducl is not ure active in redicnt. 
Nota licable, the roducl is 1101 ure active in rediem. 
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***CONTAINS FIFRA CONFIDENTIAL BUSINESS INFORMATION*** 
lAI..L_DATA EVALUATION RECORD 

Review by: Joel V. Gagliardi, Ph.D. WW\1 -
Secondar Review b : John L. Kou h, Ph.D. 
Study Types Product Identity (OCSPP 8 5.1100); Manufacturing Process (885.1200); Discussion of Formation of 

Unintentional Ingredients (885.1300); Analysis of Samples (885.1400); Certification of Limits 
(885.1500); Enforcement Analytical Method (830.1800); Physical and Chemical Characteristics 

MRID Nos. 
Test Material 
Study Nos. 
Sponsor 
Testing Facility 
Titles of Reports 

Authors 
Studies Completed 
Study Summaries 

Classifications 

(830.6302- 830.7950). 
481655-0l; 481655-02; 481655-03. 
Bacillus amy!oliquefaciens strain D747 (CX-9032) liquid concentrate. 
None. 
Certis U.S.A., L.L.C.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 
Ce1tis U.S.A., L.L.C.; 9145 Guilford Road, Suite 175; Columbia, :MD 21046. 
Bacillus subtilis var. amyloliquefaciens strain D747 (CX-9032)- Microbial Pesticide Data 
Requirements; Bacillus subtilis var. amy{oliquefaciens strain D-747 End-use product (ID Code CX-
9032)- product Properties I Storage Stability- Interim Study Report. 
Chang-Yan Chen; William E. DeVane; Alec Simpson. 
July 2, 2010; July 14, 2010; July 7, 2010. 
Bacmus amyloliquefaciens strain D747 (CX-9032) liquid concentrate is produced from the same 
process as the MUP CX-9030 except

Standard fermentation procedures are utilized though variable feed stocks for fermentation 
broth were not sufficiently described. Of concern ingredients to

SUPPLEMENTAL but upgradeable- when accessibility of the ATCC deposit is clarified, 
information is provided for potential allergen residues that may become part of pesticides applied to 
foods, and amended CSFs and labels are provided. 

Good Laboratory The studies do not comply with the requirements of 40 CFR Part 160 but use sound scientific methods 
Practice and rocedures. 

Test Material: Bacillus subtilis var. amy!oliquefaciens strain D747 (CX-9032) liquid concentrate. 

I. PRODUCT IDENTITY: The starting material is the concentrated fermentation material as described above 
except the

Deficiencies: None. 

II. MANUFACTURING PROCESS:  
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IV ANALYSIS OF SAMPLES· ANALYSIS OF SAMPLES· See table I . . . 

V CERTIFICATION OF LIMITS· . . 
TABLE 2. Nominal concentration and certified limits for Bacillus ml_lyloliquefaciens slraiu strain D747 I CX-9032 llquid concentrate. 

Ingredients (CAS number) PC Code Purpose 
Concentration(% by weight) 

Nominal I Lower Uouer 
Actlve lm?:redient -·formulation 1 

Bacillus amyloliquefacieJJs strain D-747 fermentation solids, 
016482 

Active 
98.35 95.40 100.00 

and spores (ID Code CX-9025 Liquid) 2 x 1010 CFU/gb ingredient 
Inert Ingredients formulation 1 

Active Ingredient- formulation 2 
Bacillus amyloliquefacims strain D-747 fermentation solids, 

016482 
Active 

98.95 95.98 98.95 and spores (ID Code CX-9025 Liquid) 2 x I Ow CFU!l ingredient 
Inert Ineredients - formulation 2 

anata from 10125!2010 CSFs; b the current CSFs and labels hst the a1 as Bani! us subllhs var. amylohquefaCiens and should be amended. 
Deficiencies: The upper and lower limits for the active ingredient in formulation 1 are uneven; the content 
should reflect the composition of the product, not just in final formulation; CSFs and labels should 
be amended from Bacillus sub til is var. amy!oliquefaciens to the current Bacillus amyloliquefaciens. 
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VI. 
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•n ~seeTable . 
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anata from MRIDs 481655-01; 481655-02; 481655-03. 
Deficiencies: None. 
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Test Material 
Stud No. 
Sponsor 
Testing Facility 

Titles of Reports 
Author 
Study Completed 
Study Summary 

Classification 
Good Laboratory 
Practice 

Bacillus amyloliquefaciens strain D747. 
B030504. 
Certis U.S.A., L.L.C.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 
Mitsubishi Chemical Safety Institute Ltd.; Kashima Laboratory; 14 Sumayama, Hsaki-machi, Kashima

un, Ibaraki, Ja an. 
D747 Single Oral Administration Toxicity Study in Rats. 
Yasu uki Onishi. 
October 10, 2003. 

ACCEPTABLE- oral LD > l.Ox108 CFU/rat- not infective, pathogenic or toxic. 
Signed and dated GLP statements were provided- the study is not compliant with US EPA GLP 40 
CFR part 160 standards but is with Japan Ministry of Agriculture standards. 

I. MATERIALS AND METHODS 
A. MATERIALS: 
1. Test Material: Bacillus amyloliquefaciens strain D747. 

Description: Bacillus amyloliquefaciens strain D747 liquid. 
Lot/Batch#: K3EOOL 
Purity: 1.0 x 1011 CFU/mL 
CAS#: n!a 
Storage conditions: Shipped and stored at 4-7 .5°C. 
Microbiology: The testing laboratory did not further characterize the test substance. 

2. Sample Preparation: The laboratory performed a dilution in sterile saline to 108 CFU in I.O mL. 
3. Controls: A control group was treated with diluent only. 
4. Test animals: Rat 

Species: 
Strain: 
Age/weight at dosing: 

Source: 
Housing: 
Diet: 
Water: 
Environmental 
conditions: 

Rattus norvegicus 
CD (SD) !GS rats. 
Approximately 5 weeks old: 135-149 g (males) and 1!2-125 g (females) at 
dosing~ none varied more than 20% from the mean weight. 
Charles River Laboratories, Japan. 
Polycarbonate cages with sterile chip bedding, multiple rats/cage. 
Experimental animal pellet diet (MF, Oriental Yeast Co., Ltd.), ad libitum. 
Filtered (5 JJ.m) UV irradiated tap water, ad libitum. 
Temperature: 20.4-22.4°C 
Humidity: 43.6-63.2% 
Air changes: 6-10 times per hour. 
Photoperiod: 12 hrs dark /12 hrs light 

Acclimation period: 5 days 
B. STUDY DESIGN and METHODS: 
I. In life dates: Start: 29 July 2003; End: 23 August 2003 
2. Preliminary Challenge Assay: No preliminary challenge was performed. 
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3. Animal assignment and treatment: All animals were fasted starting the evening prior to the day of dosing. Food, 
but not water, was withheld, and rats not scheduled to be euthanized the day of dosing were fed within three hours 
of dosin~. A test substance dose group of twenty eight animals (I4/sex) were treated once with the test substance 
(LOx 10 CFU/mL) administered by oral gavage in a volume equivalent to 1.0 mL. A control group of four rats 
(2/sex) was administered a single 1.0 mL dose of sterile saline. 
4. Clinical Observations and Body Weights: Observations were made periodically (I, 3 and 6 hours) after dosing, 
then once per day. Body weight was determined on days 0, 7, I4 and 21. 
5. Feed Consumption: Feed consumption was not measmed. 
6. Necropsy and Organ Weight Detennination: At necropsy animals were examined grossly though organ weights 
were not recorded. 
7. Microbial Enumeration: Fecal samples were measured for viable organisms prior to dosing then on days 1, 3, 7 
and I4. Internal organs and blood were assayed on necropsy. Organ samples were homogenized then subjected to 
75°C for 30 minutes and 100 JlL plated to three replicate plates. Blood was collected prior to necropsy and EDTA-
2K was added as an anti-coagulant _r,ior to plating 100 !JL to three replicate plates. 
8. Sensitivity of Detection: 10-2 -10· /g. 
9. Statistics: There were no clinical signs or treatment-related mortalities, so statistics were not required to 
calculate the LD50 though they were used to report differences in organ and body weights. 
II. RESULTS AND DISCUSSION: 
A MORTALITY: There were no treatment-related mortalities. The oral LD > I.Oxi08 CFU!rat. 
B. CLINICAL OBSERVATIONS: No adverse clinical signs were observed. 
C. BODY WEIGHT: All animals not euthanized on day zero regularly gained weight. Mean body weights are 
presented in Table 1. 
T bl 1 b d h d d 'thB II l l ( . sstrainD747 . a e • Mean ojy wetgt t gam m contra s an rats treate WI aci us amy o ique_ ac1en 

Group Dose 
Sex 

Mean body weight ( ) (mean+ SD) n = 3a 
(CFU/rat) Day 0 Day? Day 14 Day 21 

Live test 1.0 mLat Male 142 + 4.3 229 + 7.6 296 + 9.8 357 + 9.3 
substance J.Oxl08 Female 118 +4.6 173 + 10.3 196+ 13.4 222 + 6.6 

Shelf control 
0 

Male 139+4.2 231 + 17.0 302 + 22.7 364 + 32.5 
(untreated) Female 118 +2.8 172+19.8 199+17.7 228 + 25.5 

a n-3 except for live test substance groups on day 21 where n-5 and untreated controls were n=2. 
D. FEED CONSUMPTION: Feed consumption was not measured. 
E. NECROPSY: No abnormalities were noted at necropsy. 
F. ORGAN WEIGHTS: Organ weights were not determined. 
G. MICROBIAL ENUMERATION: Concentrations of the test microorganism in fecal material declined steadily 
through day 7; on day I4 no viable counts of Bacillus amyloliquefaciens strain D747 remained in fecal material 
shed by rats. No viable Bacillus amyloliquefaciens strain D747 was found in any tissues, organs or blood. 
H. STUDY AUTHORS' CONCLUSIONS: D747 was administered once orally to 14 SD rats of both sexes (5-
week old) at dosage of 108 CFU per animals and the influence n the animals was investigated. As a result, no 
deaths occurred and no abnormalities were observed in the clinical sign, body weight, or necropsy. The test 
microbe was detected at Icf- Id CFU/g in feces I day after administration, but gradually decreased and was not 
detected I4 days after administration. The examination for internal persistence of the test microbe showed no 
detection in any organs/tissues such as the kidney, brain, liver, lung, spleen, stomach, small intestine (duodenum), 
large intestine (cecum), mesenteric lymph nodes, or blood through the experiment period. From the above results, 
D747 was concluded to have no infectivity, pathogenicity, residual potential of viable microbe, or toxicity under 
the conditions of this study. 
I. REVIEWERS' CONCLUSIONS: No evidence of infectivity, pathogenicity or toxicity was found from oral 
administration of I.OxlOS spores Bacillus amyloliquefaciens strain D747 to rats. Clearance from fecal material 
occurred by day I4 and no viable organisms were recovered from blood or any other organ or tissue. 

DEFICIENCIES: None. 
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Test Material 
Study No. 
Sponsor 
Testing Facility 

Titles of Reports 
Author 
Study Completed 
Study Summary 

Classification 
Good Laboratory 
Practice 

Bacillus amyloliquefaciens strain D747. 
B030506. 
Certis U.S.A., L.L.C.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 
Mitsubishi Chemical Safety Institute Ltd.; Kashima Laboratory; 14 Sumayama, Hsaki-machi, Kashima

un, Ibaraki, Ja an. 
D747 Single Intravenous Administration Toxicity Study in Rats. 
Yasu uki Onishi. 
October 10, 2003. 
No evidence of infectivity, pathogenicity or toxicity was found from intravenous administration of l.Oxi07 

spores Bacillus amyloliquefaciens strain D747 to rats. There were no mortalities, no clinical effects from 
intravenous administration and steady weight gain of treated rats throughout the study duration. Clearance 
was steady though residual viable cells remained in the liver and spleen at day 60 on study termination, 
typical of spore forming bacteria administered to rats. There was no evidence of an increase in viable 
counts over time that would be indicative of a chronic infection. Since a pattern of clearance was shown it 
is assumed that the remaining viable cells were spores that take longer to be cleared by healthy immune 
systems. 
ACCEPTABLE intravenous LD > l.Ox10 CFU/rat not infective, pathogenic or toxic. 
Signed. and dated GLP statements were provided the study is not compliant with US EPA GLP 40 CFR 
part 160 standards but is with Japan Ministry of Agriculture standards. 

I. MATERIALS AND METHODS 
A. MATERIALS: 
1. Test Material: 

Description: 
Lot/Batch#: 
Purity: 
CAS#: 

Bacillus amyloliquefaciens strain D747. 
Bacillus amyloliquefaciens strain D747 liquid. 
K3EOOI. 
1.0 x 1011 CFU/mL 
n!a 

Storage conditions: Shipped and stored at 4-7 .5°C. 
Microbiology: The laboratory did not perform further characterization. 

2. Sample Preparation: The test substance was diluted to contain 108 CFU/mL and 0.1 mL was administered. 
3. Controls: A control group was treated with diluent only. 
4. Test animals: Rat 

Species: 
Strain: 
Age/weight at dosing: 

Source: 
Housing: 
Diet: 
Water: 
Environmental 
conditions: 

Rattus norvegicus 
CD (SD) IGS rats. 
Approximately 5 weeks old; 162-182 g (males) and 126-14{; g (females) at 
dosing; none varied more than 20% from the mean weight. 
Charles River Breeding Laboratories, Japan. 
Polycarbonate cages with sterile chip bedding, multiple rats/cage. 
Pellet Diet for Experimental Animal (MF, Oriental Yeast Co., Ltd.), ad libitum. 
Filtered (5 !J.m) UV irradiated tap water, ad libitum. 
Temperature: 19.7-23.2°C 
Humidity: 44.3-67.9% 
Air changes: 6-10 changes per hour. 
Photoperiod: 12 hrs dark I 12 hrs light 
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Acclimation period: 5 days 
B. STUDY DESIGN and METHODS: 
1. In life dates: Start: 24 June 2003; End: 23 August 2003. 
2. Preliminary Challenge Assay: No preliminary challenge was performed. 
3. Animal assignment and treatment All animals were fasted starting the evening prior to the day of dosing. Food, 
but not water, was withheld, and rats not scheduled to be euthanized the day of dosing were fed within three hours 
of dosing. A test substance dose group of forty animals (20/sex) were treated once with the test substance (l.Ox107 

CFU in 0.1 mL) administered by tail vein injection. A control group of four rats (2/sex) was administered a single 
0.1 mL dose of sterile saline. 
4. Clinical Observations and Body Weights: Observations were made periodically (1, 3 and 6 hours) after dosing, 
then once per day. Body weight was determined weekly on days 0, 7, 14,21 ~ 60. 
5. Feed Consumption: Feed consumption was not measured. 
6. Necropsy and Organ Weight Determination: At necropsy animals were examined grossly though organ weights 
were not recorded. 
7. Microbial Enumeration: Blood and tissue samples were measured for viable organisms shortly after dosing then 
on days I, 3, 7, 14, 21 and 60. Organ and blood samples were homogenized then subjected to 75°C for 30 minutes 
and 100 !J.L plated to three replicate plates. Blood was collected prior to necropsy and EDTA-2K was added as an 
anti-coagulant prior to plating 100 !J.L to three replicate plates. 
8. Sensitivity of Detection: 10·2 -10-4/g. 
9. Statistics: There were no clinical signs or treatment-related mortalities, so statistics were not required to 
calculate the LDso. 

II. RESULTS AND DISCUSSION: 
A. MORT ALlTY: There were no treatment-related mortalities. The intravenous LD > l.Ox107 CPU/rat. 
B. CLINICAL OBSERVATIONS: No adverse clinical signs were observed. 
C. BODY WEIGHT: All animals not euthanized on day zero regularly gained weight. Mean body weights are 
presented in Table I. 
T bl 1 M b d . h d d 'th B ·u I r j. . . D747 a e . ean OlY wet a t gam m contra s an rats treate WI GCI us amy o lque aclens stram 

Group 
Dose 

'" 
Mean bod wei 1! ( ) (mean+ SD) n 3' 

(CFU/ral) Da•O Do 7 Do 14 Do 21 Do 28 Do 35 Do 42 Do 49 D4 56 Do 60 
Live test 0.1 ml.. al M 171+5.8 245±8.3 320+15.2 388+27.2 4!5+30.8 452+3!.9 487±28.5 521+32.3 548±34.7 568±33.5 

substance l.Ox!07 F 137+6.2 172+9.7 199±14.3 220±18.2 232±20.6 243+19.2 259+14.2 264±20.7 276+18.8 285+18.4 
Shelf control 

0 
M 172+3.5 239+3.5 311+4.9 373±17.7 '" "' "' "' rul "' (untreated) F 137+3.5 173+8.5 197+0 234+0.7 "' "' "' "' rul "' 0 n-3 except for live test substance groups on day 21 where n-5 and untreated controls were n-2. 

D. FEED CONSUMPTION: Feed consumption was not measured. 
E. NECROPSY: No abn01malities were noted at necropsy. 
F. ORGAN WEIGHTS: Organ weights were not determined. 
G. MICROBIAL ENUMERATION: Concentrations of the test microorganism in blood declined from 102 on days 
0-3 to undetectable levels by day 14; no viable Bacillus amyloliquefaciens strain D747 were detected in the brain; 
in the kidney, liver and spleen counts in the 103-105 range declined steadily and were undetectable in the kidney by 
day 60 and decreased in the liver and spleen to the 102-103 range; low counts in the lymph nodes and intestines 
were below detection after day 21. 
H. STUDY AUTHORS' CONCLUSIONS: D74 7 was administered once intravenously to 17 SD rats of both sexes 
(5~week old) at dosage of 107 CFU per animal and the influence on the animals was investigated. As a result, no 
deaths occurred and there was no abnormality in clinical signs, body weight, or necropsy. The examination for 
internal persistence of the test microbe showed that the test microbes were mainly detected in the kidney, liver, 
spleen, and blood shortly after administration. The test microbe decreased after that and could not be detected in 
the blood from day 14. In the kidney, the test microbe was completely disappeared by day 60. The test microbe, 
Bacillus subtilis, is spore-forming bacterium. McClintock et al., rep01ted that when Bacillus thuringiensis and 
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Bacillus subtilis, which are both spore-forming bacteria, were intravenously administered to rats, they are difficult 
to disappear from the liver and spleen. In this study, the test microbe did not completely disappear even day 60. 
However, since an increasing tendency was not observed during the experimental period and a decreasing 
tendency was clearly recognized, it was considered that the test microbe have disappeared even though it takes 
time. No test microbe was detected in the brain, and only a few viable microbes at the limit level were sporadically 
detected in the small intestine, large intestine, and inguinal lymph nodes, and they disappeared by 60 days after 
administration. From the above results, D747 was concluded to have no infectivity, pathogenicity, residual 
potential of viable microbe, or toxicity under the conditions of this study. 
I. REVIEWERS' CONCLUSIONS: No evidence of infectivity, pathogenicity or toxicity was found from 
intravenous administration of l.Ox107 spores Bacillus amyloliquefaciens strain D747 to rats. There were no 
mortalities, no clinical effects from intravenous administration and steady weight gain of treated rats throughout 
the study duration. Clearance was steady though residual viable cells remained in the liver and spleen at day 60 on 
study termination, typical of spore forming bacteria administered to rats. There was no evidence of an increase in 
viable counts over time that would be indicative of a chronic infection. Since a pattern of clearance was shown it is 
assumed that the remaining viable cells were spores that take longer to be cleared by healthy immune systems. 

DEFICIENCIES: None. 
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I ILL DATA EVALUATION RECORD 
Review by: Joel V. Gagliardi, Ph.D. rv-'ISJ /1 
Secondar Review b : John L. Kou h, Ph.D. V 

Test Material 
Stud No. 
Sponsor 
Testing Facility 

Titles of Reports 
Author 
Study Completed 
Study Summary 

Classification 
Good Laboratory 
Practice 

Bacillus amy!oliquefaciens strain 0747. 
BD30505. 
Certis U.S.A., L.L.C.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 
Mitsubishi Chemical Safety Institute Ltd.; Kashima Laboratory; 14 Sumayama, Hsaki-machi, Kashima

un, Ibaraki, Ja an. 
0747 Single Endotracheal Administration Toxicity Study in Rats. 
Yasu uki Onishi. 
October 10, 2003. 
No evidence of infectivity, pathogenicity or toxicity was found from intratracheal administration of 
l.Ox107 spores Bacillus amyloliquefaciens strain D747 to rats. There were no mortalities, no clinical 
effects from intratracheal administration and steady weight gain of treated rats throughout the study 
duration. Clearance was steady though residual viable cells remained in the lungs and trachea at day 60 on 
study termination, typical of spore forming bacteria administered to rats. There was no evidence of an 
increase in viable counts over time that would be indicative of a chronic infection. Since a pattern of 
clearance was shown it is assumed that the remaining viable cells were spores that take longer to be 
cleared by healthy immune systems. 
ACCEPTABLE- pulmonary LD > l.Oxl 07 CPU/rat- not infective, pathogenic or toxic. 
Signed and dated GLP statements were provided- the study is not compliant with US EPA GLP 40 CPR 
part 160 standards but is with Japan Ministry of Agriculture standards. 

I. MATERIALS AND METHODS 
A. MATERIALS: 
I. Test Material: Bacillus amylo!iquefaciens strain D747. 

Description: Bacillus amy!oliquefaciens strain D747liquid. 
Lot/Batch#: K3EOO I. 
Purity: 1.0 x 1011 CFU!mL. 
CAS#: n/a 
Storage conditions: Shipped and stored at 4-7 .5°C. 
Microbiology: The laboratory did not perform further characterization. 

2. Sample Preparation: The test substance was diluted to contain 108 CFU/mL and 0.1 mL was administered. 
3. Controls: A control group was treated with diluent only. 
4. Test animals: Rat 

Species: 
Strain: 
Age/weight at dosing; 

Source: 
Housing: 
Diet: 
Water: 
Environmental 
conditions; 

Rattus norvegicus 
CD (SD) IGS rats. 
Approximately 5 weeks old; 177-202 g (males) and 137-164 g (females) at 
dosing; none varied more than 20% from the mean weight 
Charles River Breeding Laboratories, Japan. 
Polycarbonate cages with sterile chip bedding, multiple rats/cage. 
Pellet Diet for Experimental Animal (MF, Oriental Yeast Co., Ltd.), ad libitum. 
Filtered (5 !J.m) UV irradiated tap water, ad libitum. 
Temperature: 19.7-23.2°C 
Humidity: 44.3-67.9% 
Air changes: 6-10 changes per hour. 
Photoperiod: 12 hrs dark I 12 hrs light 
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Acclimation period: 5 days 
B. STUDY DESIGN and METHODS: 
I. In life dates: Start: 03 July 2003; End: 01 September 2003. 
2. Preliminary Challenge Assay: No preliminary challenge was performed. 
3. Animal assignment and treatment All animals were fasted starting the evening prior to the day of dosing. Food, 
but not water, was withheld, and rats not scheduled to be euthanized the day of dosing were fed within three hours 
of dosing. A test substance dose group of forty animals (20/sex) were treated once with 0.1 mL of the test 
substance (l.Ox10s CFU/mL) administered by endotracheal instillation. A control group of four rats (2/sex) was 
administered a single 0.1 mL dose of sterile saline. 
4. Clinical Observations and Body Weights: Observations were made periodically (1, 3 and 6 hours) after dosing, 
then once per day. Body weight was determined weekly on days 0, 7, 14, 21 - 60. 
5. Feed Consumption: Feed consumption was not measured. 
6. Necropsy and Organ Weight Determination: At necropsy animals were examined grossly though organ weights 
were not recorded. 
7. Microbial Enumeration: Blood and tissue samples were measured for viable organisms shortly after dosing then 
on days 1, 3, 7, 14, 21 and 60. Organ and blood samples were homogenized then subjected to 75°C for 30 minutes 
and 100 ~plated to three replicate plates. Blood was collected prior to necropsy and EDTA-2K was added as an 
anti-coagulant prior to plating 100 J.lL to three replicate plates. 
8. Sensitivity of Detection: 10-2 -10.4/g. 
9. Statistics: There were no clinical signs or treatment-related mortalities, so statistics were not required to 
calculate the LDso. 

II. RESULTS AND DISCUSSION: 
A. MORTALITY: There were no treatment-related mortalities. The pulmonary LD > l.Ox107 CFU/rat. 
B. CLINICAL OBSERVATIONS: No adverse clinical signs were observed. 
C. B.ODY WEIGHT: All animals not euthanized on day zero regularly gained weight. Mean body weights are 
presented in Table 1. 
~~·- . Mean body ,.; crh t gain in controls and rats wi~ 

,!; strain 07 4 7. 

Group ~~~~' s, 
~I ~ ~ 

~ -.1 ~ Li"'"' 0io~~~ I 

0 I " 
a n=3 exce t for live test substance rou son da p g p y 21 where n-5 and untreated controls were n-2. 
D. FEED CONSUMPTION: Feed consumption was not measured. 
E. NECROPSY: No abnormalities were noted at necropsy. 
F. ORGAN WEIGHTS: Organ weights were not determined. 
G. MICROBIAL ENUMERATION: Concentrations of the test microorganism in the lungs, trachea and nasal 
cavity were in the 105-107 range shortly after dosing, clearing the nasal cavity by day 7 though viable counts in the 
104 range remained in the lungs at day 60 with 101 detected from tracheal samples; viable Bacillus 
amyloliquefaciens strain D747 was also detected in the bronchial lymph nodes between day 3 and 21 but had 
cleared by day 60; no viable cells were detected in the blood, brain, kidney, liver or spleen. 
H. STUDY AUTHORS' CONCLUSIONS: D747 was administered once intratracheally to 20 SO rats of both 
sexes (5-week old) at dosage of 107 CFU per animal and the influence on the animals was investigated. As a result, 
no deaths occurred and there was no abnormality in clinical signs, body weight, or necropsy. The examination for 
internal persistence of the test microbe showed that the test microbe was detected shortly after administration from 
the administration route such as the lung, trachea, and nasal cavity. These microbes gradually decreased after that, 
and were not be detected in the nasal cavity on day 7, and almost completely disappeared in the trachea by day 60. 
Also, the test microbes decreased in the lungs by approximately 102-103 CFU/g from day 0 to day 60. The test 
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microbes were detected in the bronchial lymph node on day 3. A particle larger than 1 )lm in diameter 
administered into the trachea and bronchi was phagocytized by macrophages and carried to the lymph node. Since 
many test microbes remained in the lung (in trachea) on day 3, it was considered that the test microbes in the 
bronchial lymph node on day 3 was due to transferring excess microbes in the respiratory tract to the lymph nodes 
until day 3. Thereafter, since the test microbes were continuously transferred to the bronchial lymph node, the 
viable test microbe was persistently observed in the lymph node. The same tendency can be found in the report by 
McClintock et al. In other words, when spore-forming bacteria Bacillus thuringiensis and Bacillus subtilis were 
intrat:racheally administered to rats, a transient increase tendency of the microbes was noted in the lymph nodes. 
McClintock eta!. also reported that, spore-forming bacteria did not completely disappeared from the body even 21 
days after administration when administered intratracheally. Spore-forming bacteria have an extremely strong 
tolerance to extemal adverse conditions, and there were little possibilities that they were self-destructing in the 
animal body. ln this study, the test microbes was not observed during the experimental period and a decreasing 
tendency was clearly recognized, it was considered that the test microbe have disappeared even though it takes 
time. From the above results, D747 was concluded to have no infectivity, pathogenicity, residual potential of 
viable microbe, or toxicity under conditions of this study. 
I. REVIEWERS' CONCLUSIONS: No evidence of infectivity, pathogenicity or toxicity was found from 
intratracheal administration of l.Ox 107 spores Bacillus amyloliquefaciens strain D747 to rats. There were no 
mortalities, no clinical effects from intratracheal administration and steady weight gain of treated rats throughout 
the study duration. Clearance was steady though residual viable cells remained in the lungs and trachea at day 60 
on study termination, typical of spore forming bacteria administered to rats. There was no evidence of an increase 
in viable counts over time that would be indicative of a chronic infection. Since a pattem of clearance was shown it 
is assumed that the remaining viable cells were spores that take longer to be cleared by healthy immune systems. 

DEFICIENCIES: None. 
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Ill I<- DATA EVALUATION RECORD 
Review by: Joel V. Gagliardi, Ph.D.~ 
Secondary Review b : John L. Kou h, Ph.D. 

Test Material Bacillus amyloliquefaciens strain D747 CX-9030. 
Stud No. I3847-IO. 
Sponsor Certis U.S.A., L.L.C.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 
Testing Facility Stillmeadow, Inc.; 12852 Park One Drive; Sugar Land, TX 77478. 

Bacillus subtilis CX-9030 Acute Oral Toxicity Study (UDP) in Rats. 

No evidence of toxicity was found from oral administration of 5000 mg/Kg Bacillus amyloliquefaciens 
strain D747 CX-9030 to rats in a 14 day acute toxicity study. 

Classification ACCEPTABLE- oral LD > 5000 mg/Kg- EPA Toxicity Category IV. 
Good Laboratory 
Practice 

Signed and dated GLP statements were provided. 

I. MATERIALS AND METHODS 
A. MATERIALS: 
1. Test Material: 

Description: 
Lot/Batch#: 
Purity: 
CAS#: 
Storage conditions: 
Microbiology: 

Bacillus amyloliquefaciens strain D747. 
Bacillus amyloliquefaciens strain D747 CX-9030. 
0102-64. 
5xl010 CFU/ml.. 
n/a 
Shipped and stored at room temperature. 
Certificate of analysis provided by study sponsor- the laboratory did not perform 
further characterization. 

2. Sample Preparation: The test substance was used mixed at40% w/v in DI water and administered by oral 
gavage at 12.5 mUKg corresponding to 5,000 mg/Kg. 
3. Controls: there were no control groups. 
4. Test animals: Rat 

Species: 
Strain: 
Age/weight at dosing: 

Source: 
Housing: 
Diet: 
Water: 
Environmental 
conditions: 

Rattus norvegicus 
Albino Sprague Dawley rats. 
Approximately 8 weeks old; 160-172 g (females) at dosing; none varied 
more than 20% from the mean weight. 
Texas Animal Specialties, Humble, TX. 
Stainless steel c~es, 1 rat/cage. 
PMI Feeds lnc.T Formulab #5008, ad libitum. 
Municipal tap water, ad libitum. 
Temperature: 20-23°C 
Humidity: 30-84% 
Air changes: Not specified. 
Photoperiod: 12 hrs dark I 12 hrs light 

Acclimation period: 5 days 
B. STUDY DESIGN and METHODS: 
1. In life dates: Start: 23-25 March 20IO; End: 06-08 Aprii2010 
2. Preliminary Challenge Assay: Performed on one rat, followed by treatment of remaining two rats. 
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3. Animal assignment and treatment: All animals were fasted starting the evening prior (16 hours) to the day of 
dosing. Food, but not water, was withheld, and rats were fed after dosing. A test substance dose group of three 
females were treated once with the test substance (5000 mg/Kg) administered by oral gavage. 
4. Clinical Observations and Body Weights: Observations were made periodically on the day of dosing (at least 
3x), then daily for 14 days. 
5. Feed Consumption: Feed consumption was not measured. 
6. Necropsy and Organ Weight Determination: At necropsy animals were examined grossly. 
7. Microbial Enumeration: This component was not measured. 
8. Sensitivity of Detection: n/a. 
9. Statistics: There were no clinical signs or treatment-related mortalities, so statistics were not required to 
calculate the LDso· 

II. RESULTS AND DISCUSSION: 
A. MORTALITY: There were no mortalities. The oral LD > 5000 mg/Kg. 
B. CLINICAL OBSERVATIONS: No adverse clinical signs were observed during the 14 day observation period. 
C BODY WEIGHT: All animals gained weight during the study. Body weights are presented in Table 1. 

Table 1. Body wei2ht 2ain in rats treated with Bacillus amyloliquefaciens strai n D747 CX-9030. 

Group Sox Animal 
Bodv wei2ht ( ') 

Dose 
DavO Day7 Day 14 

Live Jest 5000 
261 172 196 211 

Female 262 160 199 216 
substance mg/Kg 

263 165 202 227 

D. FEED CONSUMPTION: Feed consumption was not measured. 
E. NECROPSY: No abnormalities noted. 
F. ORGAN WEIGHTS: Not measured. 
G. MICROBIAL ENUMERATION: Not measured. 
H. STUDY AUTHORS' CONCLUSIONS: The test substance, Bacillus subtilis CX-9030, was evaluated for its 
acute toxicity potential when administered to albino rats. The acute oral LD5o is estimated to be greater than 5000 
mg!Kg in females. 
L REVIEWERS' CONCLUSIONS: No evidence of toxicity was fotmd from oral administration of 5000 mg!Kg 
Bacillus amyloliquefaciens strain D747 CX-9030 to rats in a 14 day acute toxicity study. 

DEFICIENCIES: None. 
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DATA EVALUATION RECORD 
Review by: Joel V. Gagliardi, Ph.D. Jl~, 1 J _ 
Secondar Review b :John L. Kou h,Vf>h:n. yY" 

Test Material 
Study No. 
Sponsor 
Testing Facility 
Titles of Reports 
Author 
Study Completed 
Study Summary 

Classification 
Good Laboratory 
Practice 

Bacillus amyloliquefaciens strain D747 CX~9030. 
13848-10. 
Certis U.S.A., L.L.C.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 
Stillmeadow, Inc.; 12852 Park One Drive; Sugar Land, TX 77478. 
Bacillus subtilis CX-9030 Acute Dermal Toxicity Study in Rats. 
Janice 0. Kuhn, Ph.D., DABT. 
Apri120, 2010. 
No evidence of toxicity was found from dermal administration of 5050 mg/Kg Bacillus amyloliquefadens 
strain D747 CX-9030 to rats in a 14 day acute toxicity study. 
ACCEPTABLE- dermal LD> 5050 mg/Kg- EPA Toxicity Category IV. 
Signed and dated GLP statements were provided. 

I. MATERIALS AND METHODS 
A. MATERIALS: 
1. Test Material: 

Description: 
Lot!Batch #: 
Purity: 
CAS#: 
Storage conditions: 
Microbiology: 

Bacillus amyloliquefaciens strain D747. 
Bacillus amyloliquefaciens strain D747 CX-9030. 
0102-64. 
5xl01° CFU/mL. 
nla 
Shipped and stored at room temperature. 
Certificate of analysis provided by study sponsor- the laboratory did not perform 
further characterization. 

2. Sample Preparation: The test substance was used mixed at 40% w/v in DI water and administered by oral 
gavage at 12.5 mUKg corresponding to 5,000 mg/Kg. 
3. Controls: there were no control groups. 
4. Test animals: Rat 

Species: 
Strain: 
Age/weight at dosing: 

Source: 
Housing: 
Diet: 
Water: 
Environmental 
conditions: 

Rattus norvegicus 
Albino Sprague Dawley rats. 
Approximately 8 weeks old; 275-295 g (males) and 183-204 g (females) at 
dosing; none varied more than 20% from the mean weight. 
Texas Animal Specialties, Humble, TX. 
Stainless steel ca~es, 1 rat/cage. 
PMI Feeds Inc.Th Formulab #5008, ad libitum. 
Municipal tap water, ad libitum. 
Temperature: 20-23°C 
Humidity: 30-78% 
Air changes: Not specified. 
Photoperiod: 12 hrs dark I 12 hrs light 

Acclimation period: 5 days 
B. STUDY DESIGN and METHODS: 
I. In life dates: Start: 18 March 2010; End: 01 April2010 
2. Preliminary Challenge Assay: not done. 
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3. Animal assignment and treatment: All animals were fasted starting the evening prior (16 hours) to the day of 
dosing. Food, but not water, was withheld, and rats were fed after dosing. The dorsal surface of the trunk was 
clipped of hair to not less than I 0% of surface area and animals were examined for pre-existing skin irritation or 
defects. A test substance dose group of ten rats (5/sex) were treated once with the test substance (5050 mg/Kg) of 
diluted test substance (1.0 mUg) spread over the skin in a thin layer, then covered with a 2x4'' gauze with tape 
wrap. The gauze was removed after 24 hours and the test sites washed with room temperature water. 
4. Clinical Observations and Body Weights: Observations were made periodically on the day of dosing (at least 
3x), then daily for 14 days. 
5. Feed Consumption: Feed consumption was not measured. 
6. Necropsy and Organ Weight Determination: At necropsy animals were examined grossly. 
7. Microbial Enumeration: This component was not measured. 
8. Sensitivity of Detection: n/a. 
9. Statistics: There were no clinical signs or treatment-related mortalities, so statistics were not required to 
calculate the LDso. 

II. RESULTS AND DISCUSSION: 
A. MORTALITY: There were no mortalities. The oral LD > 5050 mg/Kg. 
B. CLINICAL OBSERVATIONS: No adverse clinical signs were observed during the 14 day observation period. 
C. BODY WEIGHT: All animals gained weight during the study. Body weights are presented in Table I. 

Table 1. Body weight gain in rats treated wi th Bacillus amyloliquefaciens strai n D747 CX-9030. 

Group Dose Sex Animal 
Body weight ( ) 

DayO Day7 Day 14 
221 289 312 328 
222 275 294 320 

Male 223 295 316 331 
224 292 325 338 

Live test 5050 225 279 298 322 
substance mg/Kg 226 185 193 211 

227 187 197 214 
Female 228 204 212 226 

229 183 194 218 
230 193 189 210 

D. FEED CONSUMPTION: Feed consumption was not measured. 
E. NECROPSY: No abnormalities noted. 
F. ORGAN WEIGHTS: Not measured. 
G. MICROBIAL ENUMERATION: Not measured. 
H. STUDY AUTHORS' CONCLUSIONS: The test substance, Bacillus subtilis CX-9030, was evaluated for its 
acute dermal toxicity potential and relative skin irritancy when administered to albino rats. The acute oral LD50, as 
indicated by the data, is greater than 5050 mg/Kg in males and females. 
I. REVIEWERS' CONCLUSIONS: No evidence of toxicity was found from de1mal administration of 5050 mg!Kg 
Bacillus amyloliquefaciens strain D747 CX-9030 to rats in a 14 day acute toxicity study. 

DEFICIENCIES: None. 
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48!657-09. 
Bacillus amyloliquefaciens strain D747 CX-9030. 

Stud No. 13820-10. 
Sponsor Certis U.S.A., L.L.C.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 
Testing Facility Stillmeadow, Inc.; 12852 Park One Drive; Sugar Land, TX 77478. 

Bacillus subtilis CX-9030 Acute Inhalation Toxicity Study in Rats. 

Practice 

I. MATERIALS AND METHODS 
A. MATERIALS: 
1. Test Material: 

Description: 
l.ot!Batch #: 
Purity: 
CAS#: 
Storage conditions: 
Microbiology: 

Bacillus amyloliquefaciel1S strain D747. 
Bacillus amyloliquefacieus strain 0747 CX-9030. 
0102-64. 
5x10 10 CFU!ml.. 
n!a 
Shipped and stored at room temperature. 
Certificate of analysis provided by study sponsor- the laboratory did not perform 
further characterization. 

2. Sample Preparation: The test substance was ground for 6 hours in a U.S. Stonewear grinder to a fine powder. 
3. Controls: there were no control groups. 
4. Test animals: Rat 

Species: Rattus nof1!egicus 
Strain: Albino Sprague Dawley rats. 
Age/weight at dosing: Approximately 8 weeks old; 290-338 g (males) and 170-210 g (females) at 

Source: 
Housing: 
Diet 
Water: 
Environmental 
conditions: 

dosing; none varied more than 20% from the mean weight. 
Texas Animal Specialties, Humble, TX. 
Stainless steel c~es, 1 rat/cage. 
PMI Feeds Inc. Formulab #5008, ad libitum. 
Municipal tap water, ad libitum. 
Temperature: 20-23°C 
Humidity: 30-78% 
Air changes: 26.2 in the test chamber. 
Photoperiod: 12 hrs dark /12 hrs light 

Acclimation period: 5 days 
B. STUDY DESIGN and METHODS: 
I. In life dates: Start: 18 March 2010; End: 01 April2010 
2. Preliminary Challenge Assay: performed to determine the method that works best to aerosolize test substance. 
3. Animal assignment and treatment: All animals were fasted starting the evening prior (16 hours) to the day of 
dosing. Food, but not water, was withheld, and rats were fed after dosing. A test substance dose group of ten rats 
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(5/sex) were treated with the test substance for four hours until a 99% concentration oftest substance (2.18 mg/L) 
was obtained. 
4. Clinical Observations and Body Weights: Observations were made periodically on the day of dosing, then daily 
for 14 days. 
5. Feed Consumption: Feed consumption was not measured. 
6. Necropsy and Organ Weight Determination: At necropsy animals were examined grossly. 
7. Microbial Enumeration: This component was not measured. 
8. Sensitivity of Detection: nla. 
9. Statistics: There were treatment-related mortalities, so statistics were not required to calculate the LD50. 

II. RESULTS AND DISCUSSION: 
A. MORTALITY: There were no mortalities. The oral LD > 5050 mg/Kg. 
B. CLINICAL OBSERVATIONS: Piloerection and decreased activity were noted in all animals 4.5 hours after 
exposure began lasting through day 2, with recovery by day 3. 
C. BODY WEIGHT: All animals gained weight during the study. Body weights are presented in Table 1. 

Table 1. Body eel' ht gain in rats treated with Bacillus strai n D747 CX-9030. 

Group Do;e Sex Anima! 
Body wdghl 

Doy7 14 
191 334 

19' 345 
Male m 299 316 335 

194 323 327 341 
Live test 2.18 195 290 31 349 
substance mg/L 196 170 

~ 
?2; 

19j -lM-Female 198 201 19 
199 206 21 
200 10 219 

D. FEED CONSUMPTION: Feed consumption was not measured. 
E. NECROPSY: No abnormalities noted. 
F. ORGAN WEIGHTS: Not measured. 
G. MICROBIAL ENUMERATION: Not measured. 
H. STUDY AUTHORS' CONCLUSIONS: Bacillus subtilis CX-9030 was evaluated for its acute inhalation 
toxicity potential in albino rats. As indicated by the data, the acute inhalation LCso is greater than 2.18 mg/L in 
males and females. 
I. REVIEWERS' CONCLUSIONS: Slight toxicity lasting two days from 4-hour aerosol inhalation administration 
of2.18 mg!L Bacillus amyloliquejaciens strain D747 CX-9030 was noted to rats in a 14 day acute toxicity study. 

DEFICIENCIES: None. 
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.llilv DATAEVALUATIONRECORD 
Review by: Joel V. Gagliardi, Ph.D. v-w- /( 
Secondar Review by: Jolm L. Kough, Ph.D. W 
Study Type Acute Eye Irritation- Rabb (OCSPP 870.2400). 
MRID No. 481657-10. 
Test Material 
Stud No. 
Sponsor 
Testing Facility 
Titles of Reports 
Author 

Classification 
Good Laboratory 
Practice 

Bacillus amyloliquefaciens strain D747 CX-9030. 
!3821-10. 
Certis U.S.A., L.L.C.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 
Still meadow, Inc.; 12852 Park One Drive; Sugar Land. TX 77478. 
Bacillus subtilis CX-9030 Acute Eye Irritation Study in Rabbits. 
Janice 0. Kuhn, Ph.D., DABT. 

The maximum average irritation score of 18.3 obtained 1 hour after treatment declined to 17.33 after 24 
hours, 2 after 48 hours and 0 after 72 hours following ocular administration of 0.1 mL Bacillus 
amyloliquefaciens strain D747 to New Zealand White rabbits in a 72 hour observation period. 
ACCEPTABLE- mildly-irritating- EPA Toxicity Category IlL 
Signed and dated GLP statements were provided. 

I. MATERIALS AND METHODS 
A. MATERIALS: 
1. Test Material: 

Description: 
Lot/Batch#: 
Purity: 
CAS#: 
Storage conditions: 
Microbiology: 

Bacillus amyloliquefaciens strain D747. 
Bacillus amyloliquefaciens strain D747 CX-9030. 
0102-64. 
5xl01° CFU/mL. 
n!a 
Shipped and stored at room temperature. 
Certificate of analysis provided by study sponsor- the laboratory did not perform 
further characterization. 

2. Sample Preparation: The test substance was used as supplied by the study sponsor: 88.3 mg equivalent to 0.1 
mL was used for dosing. 
3. Controls: A naive control group was riot included. 
4. Test animals: Rabbit 

Species: 
Strain: 
Age/weight at dosing: 

Source: 
Housing: 
Diet: 
Water: 
Environmental 
conditions: 

Not stated (Oryctolagus cuiiiCit{us) 
New Zealand White albino rabbits. 
Rabbits were approximately 4 months old; 2.975 Kg (male) and 2.400-2.725 Kg 
(females). 
Myrtle's Rabbitry, Inc., Thompson Station, TN. 
Stainless steel cages, 1 rabbit/cage. 
PMI Feeds, Inc.n'1 Lab Rabbit Diet #5321, -8 oz. daily. 
Municipal water, ad libitum. 
Temperature: 19-23°C 
Humidity: 25-83% 
Air changes: 10-12 per hour. 
Photoperiod: 12 hrs dark I 12 hrs light 

Acclimation period: 5 days 
B. STUDY DESIGN and METHODS: 
1. In life dates: Start: 22 March 2010; End: 25 March 2010 
2. Preliminary Challenge Assay: Not performed. 
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3. Animal assignment and treatment: Live test substance was applied at 0.1 m.L undiluted to the conjunctival sac of 
the right eye to three animals (one male and two female rabbits); the untreated left eye served as a control. The 
treated eye was rinsed after 24 hours for approximately 60 seconds using room temperature water. 
4. Clinical Observations and Body Weights: Observations were made at 1 hour then daily foilowing dosing; 
fluorescein was used and the eyes scored for lesions and opacity. 
5. Feed Consumption: Feed consumption was not measured. 
6. Necropsy and Organ Weight Determination: Necropsy was not performed. 
7. Microbial Enumeration: This component was not measmed. 
8. Sensitivity of Detection: n/a. 
9. Statistics: There were no treatment-related mortalities, so statistics were not required to calculate the LD50. 

II. RESULTS AND DISCUSSION: 
A. MORTALITY: There were no mortalities. The ocular LD > 0.1 mL. 
B. CLINICAL OBSERVATIONS: Ocular or non-ocular adverse effects were noted. 
C BODY WEIGHT· Not measured 

TABLE 1. Individual Male (M) and Female (F) Eye Scores w/ Time: Cornea 
(A -Density of Opacity, B-Area of Opacity) 

Animal No. 
I hour 24 hours 48 hours 72 hours 4 da s 7 davs 10 da s 14 davs 17 da s 
A B A B AI B A B AlB A B A B A I B AlB 

Non-washed e es 
M 4732 + I I I 0 0 0 0 nd nd nd nd nd nd nd nd nd nd 

4727 + I I I 0 0 0 0 nd nd nd nd nd nd nd nd nd nd 
F 

4733 I I 2 0 0 0 0 nd nd nd nd nd nd nd nd nd nd + 
Washed e es 

M 4732 0 0 0 0 0 0 0 0 nd nd nd nd nd nd nd nd nd nd 

F 
4727 0 0 0 0 0 0 0 0 nd nd nd nd nd nd nd nd nd nd 
4733 0 0 0 0 0 0 0 0 nd nd nd nd nd nd nd nd nd nd 

TABLE 2. Summary of Eve Irritation Scores with Time: Conjunctiva and Iris 
Score Conditions 1 hour 24 hours 48 hours 72 hours 4 da s 7 da s 10 days 14 days 17 days 

Non-lVashed eves 
Conjunctiva 

E them a 6 7 3 0 nd nd nd nd nd 
Chemosis 8 5 0 0 nd nd nd nd nd 
Discharge 6 4 0 0 nd nd nd nd nd 

Iris 3 0 0 0 nd nd nd nd nd 
Washed n·es 

Conjuncliva 
E 'thema 0 0 0 0 nd nd nd nd nd 
Chemosis 0 0 0 0 nd nd nd nd nd 
Discharge 0 0 0 0 nd nd nd nd nd 

Iris 0 0 0 0 nd nd nd nd nd 
Initation score is ba'ied on the Draize MeJhod (1959); nd not done. 

TABLE 3. Summary of Average and Primary Eye Irritation Scores with Time 
Animal# 1 hour 24 hour 48 hour 72 hour 4d' 7 ,, 10 da 14 da 17 da 

Non-washed eyes 

M 4732 19 17 2 0 nd nd nd nd nd 
4727 17 13 2 0 nd nd nd nd nd 

F 
4733 19 22 2 0 nd nd nd nd nd 

Average 18.33 17.33 2 0 nd nd nd nd nd 
Washed eves 

M 4732 0 0 0 0 nd nd nd nd nd 
4727 0 0 0 0 nd nd nd nd nd 

F 
4733 0 0 0 0 nd nd nd nd nd 

Averao-e 0 0 0 0 nd nd nd nd nd 

29 

21 davs 
AI B 

nd nd 
nd nd 
nd nd 

nd nd 
nd nd 
nd nd 

21 days 

nd 
nd 
nd 
nd 

nd 
nd 
nd 
nd 

21 da 

nd 
nd 
nd 
nd 

nd 
nd 
nd 
nd 
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D. FEED CONSUMPTION: Feed consumption was not measured. 
E. NECROPSY: Not performed. 
F. ORGAN WEIGHTS: Not measured. 
G. MICROBIAL ENUMERATION: Not measured. 
H. STUDY AUTHORS' CONCLUSIONS: The maximum average irritation score of 18.3 obtained 1 hour after 
treatment was used to rate Bacillus sub til is CX-9030 mildly irritating. Fluorescein staining was observed in three 
eyes at 24 hours after treatment and was not observed in any eyes at 48 hours after treatment. Toxicity categories 
are determined by the presence and duration of corneal involvement, iridic irritation, and positive conjunctival 
irritation. Any corneal involvement or iridic in·itation with a score of 1 or more is considered positive. Any 
conjunctival irritation (redness or chemosis) with a score of 2 or more is considered positive. 
I. REVIEWERS' CONCLUSIONS: The maximum average irritation score of 18.3 obtained 1 hour after treatment 
declined to 17.33 after 24 hours, 2 after 48 hours and 0 after 72 hours following ocular administration of 0.1 mL 
Bacillus amyloliquefaciens strain D747 to New Zealand White rabbits in a 72 hour observation period. 

DEFICIENCIES: None. 

TABLE G d' 0 4: ra mg cu ar L . es10ns b d ase on t h D e M h d ra1ze 1 et 0 
None 0 
Scattered or diffuse area; details of iris are clearly visible , I 

Opacity - degree of density Easil discernible translucent areas; details of iris sli htl obscured '2 
Opalescent areas; no details of iris visible, size of pupil barel discernible '3 + c 

0 Opaque; iris invisible '4 
R None 0 
N 1-25% I 
E Area of cornea involved 26-50% 2 
A 5I-75% 3 

76-100% 4 
The opacity read in is taken at the most dense area. 

Cornea score (0 a cit oints) * Area of cornea involved oints) * 5; minimum 0, maximum 80. 
No change from normal 0 
Iris still reacts to light (sluggish response is positive). Any or all of the following or any combination: 
- Folds above normal 

I 
~Congestion + I 
~Swelling 

R 
-Circumcorneal iniection 

I Any or all of the following: s -No reaction to light '2 
- Hemorrhage 
-Gross destruction 

Iris score- (Iris points)* 5; minimum 0, maximum 10. 
Normal 0 

Redness I Erythema 
Vessels definilcl in· ected above normal I 

c More diffuse deeper crimson red individual vessels not easily discernible '2 

0 Diffuse beefv red '3 
N Normal 0 

J Any swelling above normal including the nictitating membrane I 

u Chemosis Obvious swellin with artial eversion of lids ~ 2 

N Swell in with lids about half closed + 3 
c Swelling with lids about half closed to completely closed '4 
T Normal 0 
I Any amount different from nonnal (does not include the small amount 
v Discharge observed in inner canthus of normal animals) 

I 

A Disc bar e with moislenine: of the lids and hairs ·ust ad· acent to the lids 2 
E Dischar e with moistening of the lids and considerable area around thee es 3 

Redness refers to palpebral con· unctivae only (The palpebral con ·unctiva covers the posterior surface of the eyelid). 
Con·unctivae score (Redness oints +(Chemosis oints) + (Dischar e oints) * 2· minimum 0, maximum 20. 

Total score- (Corneal score)+ (Iris score)+ Con·unctivae score)· minimum 0, maximum 110. 

* Stgmftcant or notable IrritatiOn per OCSPP Gmdelme 870.2400. 
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Stud No. 
Sponsor 
Testing Facility 
Titles of Reports 
Author 
Study Completed 
Study Summary 

Classification 
Good Laboratory 
Practice 

bits (OCSPP 870.2500). 
481657-ll. 
Bacillus amyloliquefaciens strain D747 CX~9030. 
!3822-10. 
Certis U.S.A., L.L.C.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 
Stillmeadow, Inc.; 12852 Park One Drive; Sugar Land, TX 77478. 
Bacillus subtilis CX-9030 Acute Dermal Irritation Study in Rabbits. 
Janice 0. Kuhn, Ph.D., DABT. 
Aprill9, 2010. 
No evidence of irritation was found from dermal administration of 500 mg Bacillus amyloliquefaciens 
strain D747 CX-9030 to rabbits during a 72 hour exposure and observation period. The dermal irritation 
score for Bacillus amyloliquefaciens strain D747 CX-9030 was 0.00. 
ACCEPTABLE essentially non-irritating EPA Toxicity Category IV. 
Signed and dated GLP statements were provided. 

I. MATERIALS AND METHODS 
A. MATERIALS: 
1. Test Material: 

Description: 
LotiB atch #: 
Purity: 
CAS#: 
Storage conditions: 
Microbiology: 

Bacillus amyloliquefaciens strain D747. 
Bacillus amyloliquefaciens strain D747 CX-9030. 
0102-64. 
5xl01° CFU/mL. 
n/a 
Shipped and stored at room temperature. 
Certificate of analysis provided by study sponsor- the laboratory did not perform 
further characterization. 

2. Sample Preparation: 500 mg test substance moistened in 0.5 mL DI water was used for dosing. 
3. Controls: A naive control group was not included. 
4. Test animals: Rabbit 

Species: 
Strain: 
Age/weight at dosing: 

Source: 
Housing: 
Diet: 
Water: 
Environmental 
conditions: 

Not stated (Oryctolagus cuniot!us) 
New Zealand White albino rabbits. 
Rabbits were approximately 4 months old; 2.450 Kg (male) and 2.675-2.700 Kg 
(females). 
Myrtle's Rabbitry, Inc., Thompson Station, TN. 
Stainless steel ca~es, 1 rabbit/cage. 
PM! Feeds, !neT Lab Rabbit Diet #5321, -8 oz. daily. 
Municipal water, ad libitum. 
Temperature: 19-23°C 
Humidity: 25-83% 
Air changes: 10-12 per hour. 
Photoperiod: 12 hrs dark I 12 hrs light 

Acclimation period: 5 days 
B. STUDY DESIGN and METHODS: 
I. In life dates: Start: 15-16 March 2010; End: 19 March 2010 
2. Preliminary Challenge Assay: performed on one animal 24 hours prior to treating other animals. 
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3. Animal assignment and treatment: All animals had fur shaved from the dorsal trunk in an area 8 cm2 the day of 
dosing. Live test substance was applied as 500 mg in 0.5 mL water to three animals (one male and two female 
rabbits) and the area was wrapped with 2.5 cm2 gauze dressing and elastic adhesive bandage for 4 hours, after 
which the dressing and bandage were removed, the area rinsed with water then wiped to remove residues. 
4. Clinical Observations and Body Weights: Observations made before the first hour then daily after dosing. 
5. Feed Consumption: Feed consumption was not measured. 
6. Necropsy and Organ Weight Determination: not performed. 
7. Microbial Enumeration: This component was not measured. 
8. Sensitivity of Detection: n/a. 
9. Statistics: There were no clinical signs or treatment-related mortalities, so statistics were not required to 
calculate the LD50 though they were used to report differences in organ and body weights. 

II. RESULTS AND DISCUSSION: 
A. MORTALITY: There were no mortalities; dermal LD > 500 mg. 
B. CLINICAL OBSERVATIONS: No signs of dermal irritation, edema or eschar were observed. 
C. BODY WEIGHT: Not measured. 
D. FEED CONSUMPTION: Feed consumption was not measured. 
E. NECROPSY: Not performed. 
F. ORGAN WEIGHTS: Not measured. 
G. MICROBIAL ENUMERATION: Not measured. 
H. STUDY AUTHORS' CONCLUSIONS: The primary irritation index of 0.0 out of a possible 8.0 was obtained 
from the observations at 1, 24,48 and 72 hours, and was used to give Bacillus subtilis CX-9030 a descriptive 
rating of non-irritating. Based on the 72-hour observations only, Bacillus subtilis CX-9030 is assigned to toxicity 
category IV. 
I. REVIEWERS' CONCLUSIONS: No evidence of irritation was found from dermal admii).istration of 500 mg 
Bacillus amyloliquefaciens strain D747 CX-9030 to rabbits during a 72 hour exposure and observation period. The 
dermal irritation score for Bacillus amyloliquefaciens strain D747 CX-9030 was 0.00. 

DEFICIENCIES: None. 

Appendix 1: Description of Skin Reactions 

Evalualion of Skin Reactions Score 

Erylhema and eschar formal ion 
No eryrhema 0 
Very slight erylhema (barely perceplible) 1 
Well-defined erythema 2 
Moderate lo severe erylhema 3 
Severe erylhema (bee! redness) lo slighl eschar formal ion (injuries in depth) 4 

Edema Formation 
No edema 0 
Very slight edema (barely perceprible) I 
Sligh! edema (edges of area well-defined by definite raising) 2 
Moderale edema (raised approximately I mm) 3 
Severe edema (raised more !han I mm and extending beyond !he area of exposure) 4 
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Stud No. 
Sponsor 
Testing Facility 
Titles of Reports 
Author 
Study Com Ieted 
Study Svmmary 

Classification 

Good Laboratory 
Practice 

481655-05. 
Bacillus amyloliquefaciens strain D747 CX~9032. 
14046-10. 
Certis U.S.A., L.L.C.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 

Stillmeadow, Inc.; 12852 Park One Drive; Sugar Land, TX 77478. 
Bacillus subtilis CX-9030 Acute Eye Irritation Study in Rabbits. 
Janice 0. Kuhn, Ph.D., DABT. 
June 22,2010. 
The maximum average irritation score of 0.667 obtained I hour after treatment declined to 0 after 24 
hours following ocular admi11istration of 0.1 mL Bacillus amyloliquejaciens strain D747 CX-9032 to 
New Zealand White rabbits in a 72 hour observation period. 
SUPPLEMENTAL but upgradeable- potentially practically non-irritating- EPA Toxicity Category 
IV; the test material described here as 7% ai should be clarified how it differs from the CSF provided. 
Signed and dated GLP statements were provided. 

I. MATERIALS AND METHODS 
A MATERIALS: 
1. Test Material: 

Description: 
LoUBatch #: 
Purity: 
CAS#: 
Storage conditions: 
Microbiology: 

Bacillus amyloliquefaciens strain D747 CX-9025. 
Bacillus amyloliquefaciens strain D747 CX-9032. 
0104-23-8. 
7% active ingredient. 
n/a 
Shipped and stored at room temp~rature. 
Ce1tificate of analysis provided by study sponsor- the laboratory did not perform 
further characterization. 

2. Sample Preparation: 88.3 mg equivalent to 0.1 mL was used for dosing. 
3. Controls: A naive control group was not included. 
4. Test animals: Rabbit 

Species: 
Strain: 
Age/weight at dosing: 
Source: 
Housing: 
Diet: 
Water: 
Environmental 
conditions: 

Not stated (Oryctolagus cuuiculus) 
New Zealand White albino rabbits. 
Rabbits were approximately 4 months old; 2.550-3.175 Kg (I male and 2 females). 
Myrtle's Rabbitry, Inc., Thompson Station, TN. 
Stainless steel ca~es, 1 rabbit/cage. 
PM! Feeds, lncT' Lab Rabbit Diet #5321, -8 oz. daily. 
Municipal water, ad libitum. 
Temperature: 19-23°C 
Humidity: 59-95% 
Air changes: 10-12 per hour. 
Photoperiod: 12 hrs dark I 12 hrs light 

Acclimation period: 5 days 
B. STUDY DESIGN attd METHODS: 
l. In life dates: Start: 22 March 2010; End: 25 March 2010 
2. Preliminary Challenge Assay: Not performed. 
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3. Animal assignment and treatment: Test substance was applied at 0.1 mL (pH 4.29) undiluted to the conjunctival 
sac of the right eye to three animals (one male and two female rabbits). 
4. Clinical Observations and Body Weights: Observations were made at 1 hour then daily following dosing; 
fluorescein was used and the eyes scored for lesions and opacity. 
5. Feed Consumption: Feed consumption was not measured. 
6. Necropsy and Organ Weight Determination: Necropsy was not performed. 
7. Microbial Enumeration: This component was not measured. 
8. Sensitivity of Detection: nla. 
9. Statistics: There were no treatment-related mortalities, so statistics were not required to calculate the LD50. 

II. RESULTS AND DISCUSSION: 
A. MORTALITY: There were no mortalities. The ocular LD > 0.1 rnL. 
B. CLINICAL OBSERVATIONS: Ocular or non-ocular adverse effects were noted. 
C BODY WEIGHT· Not measured 

TABLE I. Individual Male CM) and Female (F) Eye Scores w/ Time: Cornea 
(A=Density of Opacity, B=Area of Opacity) 

Animal No. 
1 hour 24 hours 48 hours I 72 hours 4 days 7 da ·s 10 d~:~ys 14 davs 17 days 
A B A B A B A B A B A B A B A B A B 

Non-washed eves 
M 4872 0 0 0 0 0 0 0 0 "' "' "' "' "' "' "' "' "' "' F 

4873 0 0 0 0 0 0 0 0 "' "' "' "' "' "' "' "' "' "' 4877 0 0 0 0 0 0 0 0 "' "' "' "' "' "' "' "' "' "' Washed eyes 
M 4872 0 0 0 0 0 0 0 0 "' "' "' "' "' "' "' "' "' "' 
F 

4873 0 0 0 0 0 0 0 0 "' "' "' "' "' "' "' "' "' "' 4877 0 0 0 0 0 0 0 0 "' "' "' "' "' "' "' "' "' "' 
TABLE 2. Summary of Eye Irritation Scores with Time: Conjunctiva and Iris 

21 days 
A B 

"' "' "' "' "' "' 
"' "' "' "' "' "' 

Score Conditions 1 hour 24 hours 48 hours 1_72 hours 4days 7 days 10 days 14days I 17da~ I 21days 
Non-washed e es 

Con·unctiva 
Erythema 0 0 0 0 "' "' "' "' "' Chemosis 0 0 0 0 "' "' "' "' "' Dischar e I 0 0 0 "' "' "' "' "' Iris 0 0 0 0 "' "' "' "' "' Washed C\'es 

Con·unctiva 
Erythema 0 0 0 0 "' "' "' "' "' Chemosis 0 0 0 0 "' "' "' "' "' Dischar e 0 0 0 0 "' "' "' "' "' Iris 0 0 0 0 "' "' "' "' "' lmtatJon score Js based on the Drmze Method (1959), nd not done. 

TABLE 3. Summarv of Aver~geand Primarv Eve Irritation Scores with Time 
Animal# 1 hour 24 hoar 48 hour 72 hour 4 ,, 7 ,, 10 da 

Non-washed eyes 
M 4872 0 0 0 0 "' "' 4873 2 0 0 0 "' "' F 4877 0 0 0 0 "' "' Average 0.667 0 0 0 "' "' Washed e •es 
M 4872 0 0 0 0 "' "' F 

4873 0 0 0 0 "' "' 4877 0 0 0 0 "' "' Avera e 0 0 0 0 "' "' D. FEED CONSUMPTION: Feed consumptiOn was not measured. 
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"' "' "' "' 
"' "' "' "' 

14 da 17 da 

"' "' "' "' "' "' "' "' 
"' "' "' "' "' "' "' "' 

"' "' "' "' 
"' "' "' "' 

21 da 

"' "' "' "' 
"' "' "' "' 
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E. NECROPSY: Not performed. 
F. ORGAN WEIGHTS: Not measured. 
G. MICROBIAL ENUMERATION: Not measured. 
H. STUDY AUTHORS' CONCLUSIONS: The maximum average irritation score of 0.7, obtained 1 hour after 
treatment, was used to rate Bacillus suhtilis CX-9032 practically non-irritating. Fluorescein staining did not 
occur in any eyes. Toxicity categories are determined by the presence and duration of corneal involvement, iridic 
irritation, and positive conjunctival irritation. Any comeal involvement or iridic irritation with a score of 1 or 
more is considered positive. Any conjunctival irritation (redness or chemosis) with a score of 2 or more is 
considered positive. 
I. REVIE\VERS' CONCLUSIONS: The maximum average irritation score of0.667 obtained 1 hour after 
treatment declined to 0 after 24 hours following ocular administratioiL of 0.1 mL Bacillus amyloliquefaciens strain 
D747 CX-9032 to New Zealand White rabbits in a 72 hour observation period. 

DEFICIENCIES: None. 

TABLE4 G d. 0 < : ra In.' cu ar L . eswns b d ase on t h D e ra1ze M I d et 10 

None 0 
Scatlered or diffuse area; delails of iris are clear! visible ,. I 

Opacity -degree of density Easil discernible translucent areas· details of iris sli htl obscured '2 
Opalescent areas; no details of iris visible, size of pupil barely discernible '3 + c 

0 0 a ue; iris invisible '4 
R None 0 
N 1-25% t 
E Area of cornea involved 26-50% 2 
A 51 75% 3 

76-100% 4 
The o acit readine: is taken at the most dense area. 

Cornea score tO a cit oints) *(Area of cornea involved oints) * 5; minimum 0, maximum 80. 
No change from normal 0 
Iris still reacts to light (sluggish response is positive). Any or all of the following or any combination: 
- Folds above normal 

I 
- Congestion ' I 
-Swelling 

R -Circumcorneal injection 
I Any or all of the following: s 

-No reaction to liglu 
'2 

- Hemorrhage 
-Gross destruction 

Iris score- (Iri~_pgints) * 5; minimum 0, maximum 10. 
Normal 0 

Redness I Erythema 
Vessels definitely in· eeted above normal I 

c More diffuse d~~p~r crimson red individual vessels no! easi_ly discernible '2 

0 Diffuse beef "' '3 
N Normal 0 

J Any swell in above normal includi!!£_lhe nictitating: membrane I 
u Chemosis Obvious swellin with artial eversion of lids *2 
N Swelling with lids about half closed *3 
c Swelling with lids about half closed lo completely closed '4 
T Normal 0 
I Any amount different from normal (does not include the small amount 
v Discharge observed in inner camhus of normal animals) 

I 

A Dischar e with moisten in of the lids and hairs "ust ad(acenl!O the lids 2 
E Discharge with moistening of the lids and cons"tdcrable area around the eyes 3 

Redness refers to al cbral con·unctivaeonl tThe al ebral con·unctiva covers the osterior surface of thee elid). 
Co 

. 
unctil'ae score Redness oints) +(Chemosis oinls) + (Dischar e oinls) * 2· minimum 0, maximum 20. 
Total score- (Corneal score)+ (Iris score)+ (Con"unctivae score)· minimum 0, maximum 110. .. 

>-' Signtftcant or notable 1mtatwn per OCSPP Gutdelme 870.2400 . 
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\~li DATA EVALUATION RECORD 
Review by: Joel V. Gagliardi, Ph.D. ~ (/ 
Secondar Review by: John L. Kou h, Ph.D. V 

Test Material 
Stud No. 
Sponsor 
Testing Facility 

Titles of Reports 

Classification 

Good Laboratory 
Practice 

Bacillus amyloliquefaciens strain D747 CX-9032. 
14047-10. 
Certis U.S.A, L.L.C.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 
Stillmeadow, Inc.; 12852 Park One Drive; Sugar Land, TX 77478. 
Bacillus subtilis CX-9032 Acute Dermal Irritation Study in Rabbits. 
Janice 0. Kuhn, Ph.D., DABT. 
June 15, 2010. 
No evidence of irritation was found from dermal administration of 0.5 mL undiluted Bacillus 
amyloliquejaciens strain D747 CX-9032 to rabbits during a 72 hour exposure and observation period. 
The dermal irritation score for Bacillus amyloliquefaciens strain D747 CX-9032 was 0.00. 
SUPPLEMENTAL but upgradeable potentially essentially non-irritating EPA Toxicity Category 
IV; the test material described here as 7% ai should be clarified how it differs from the CSF provided. 
Signed and dated GLP statements were provided. 

I. MATERIALS AND METHODS 
A. MATERIALS: 
1. Test Material: 

Description: 
Lot/Batch#: 
Purity: 
CAS#: 
Storage conditions: 
Microbiology: 

Bacillus amyloliquefaciens strain D747. 
Bacillus amyloliquejaciens strain D747 CX-9032. 
0104-23-8. 
7% active ingredient 
n/a 
Shipped and stored at room temperature. 
Certificate of analysis provided by study sponsor- the laboratory did not perform 
further characterization. 

2. Sample Preparation: 0.5 mL was used for dosing. 
3. Controls: A naive control group was not included. 
4. Test animals: Rabbit 

Species: 
Strain: 
Age/weight at dosing: 
Source: 
Housing: 
Diet: 
Water: 
Environmetrtal 
conditions: 

Not stated (Oryctolagus cuniculus) 
New Zealand 'White albino rabbits. 
Rabbits were approximately 4 months old; 3.150-3.200 Kg (I male and 2 females). 
Myrtle's Rabbitry, Inc., Thompson Station, TN. 
Stainless steel cages, 1 rabbit/cage. 
PM! Feeds, IncTM Lab Rabbit Diet #5321, -8 oz. daily. 
Municipal water, ad libitum. 
Temperature: 19-23°C 
Humidity: 55-95% 
Air changes: 10-12 per hour. 
Photoperiod: 12 hrs dark /12 hrs light 

Acclimation period: 5 days 
B. STUDY DESIGN and METHODS: 
I. In life dates: Start: 24 May 2010; End: 28 May 2010 
2. Preliminary Challenge Assay: performed on one animal 24 hours prior to treating other animals. 
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3. Animal assignment and treatment All animals had fur shaved from the dorsal trunk in an area 8 cm2 the day of 
dosing. Live test substance was applied at 0.5 mL undiluted (pH 4.29) to three animals (one male and two female 
rabbits) and the area was wrapped with 2.5 cm2 gauze dressing and elastic adhesive bandage for 4 hours, after 
which the dressing and bandage were removed, the area rinsed with water then wiped to remove residues. 
4. Clinical Observations and Body Weights: Observations made before the first hour then daily after dosing. 
5. Feed Consumption: Feed consumption was not measured. 
6. Necropsy and Organ Weight Determination: not performed. 
7. Microbial Enumeration: This component was not measured. 
8. Sensitivity of Detection: n/a. 
9. Statistics: There were no clinical signs or treatment-related mortalities, so statistics were not required to 
calculate the LD50 though they were used to report differences in organ and body weights. 

II. RESULTS AND DISCUSSION: 
A. MORTALITY: There were no mortalities~ dermal LD > 0.5 mL. 
B. CLINICAL OBSERVATIONS: No signs of dermal irritation, edema or eschar were observed. 
C. BODY WEIGHT: Not measured. 
D. FEED CONSUMPTION: Feed consumption was not measured. 
E. NECROPSY: Not perfonned. 
F. ORGAN WEIGHTS: Not measured. 
G. MICROBIAL ENUMERATION: Not measured. 
H. STUDY AUTHORS' CONCLUSIONS: The primary irritation index of 0.0 out of a possible 8.0 was obtained 
from the observations at 1, 24, 48 and 72 hours, and was used to give Bacillus subtilis CX-9032 a descriptive 
rating of non-irritating. Based on the 72-hour observations only, Bacillus subtilis CX-9032 is assigned to toxicity 
category IV. 
I. REVIEWERS' CONCLUSIONS: No evidence of irritation was found from dermal administration of0.5 mL 
undiluted Bacillus amyloliquefaciens strain 0747 CX-9032 to rabbits during a 72 hour exposure and observation 
period. The dermal initation score for Bacillus amyloliquefacielts strain D747 CX-9032 was 0.00. 

DEFICIENCIES: None. 

Appendix 1: Description of Skin Reactions 

Evaluation of Skin Reactions Score 

Erythema and eschar forma1ion 
No erythema 0 
Very slight erythema (barely perceptible) 1 
Well-defined erythema 2 
Moderate to severe er'ylhema 3 
Severe erythema (beet redness) Io slighl eschar formation (injuries in deplh) 4 

Edema Formal ion 
No edema 0 
Very slight edema (barely perceptible) 1 
Slight edema (edges of area well-defined by definite raising) 2 
Moderate edema (raised approximately 1 mm) 3 
Severe edema (raised more than 1 mm and exiending beyond the area of exposure) 4 
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DATA EVALUATION RECORD 
Review by: Joel V. Gagliardi, Ph.D. 
Secondar Review by: John L. Kou II, Ph.D. 
Study Type Waiver requests for: Acu Oral Toxicity (OCSPP 870.1100); Acute Dermal Toxicity (OCSPP 

870.1200); Acute Inhalation Toxicity (OCSPP 870.1300); Hypersensitivity (OCSPP 885.3400). 
MRID No. 481655-04. 
Test Material 

Stud No. 
Sponsor 
Testing Facility 
Titles of Reports 
Author 
Studies Completed 
Study Summary 

Classification 

Good Laboratory 
Practice 

Bacillus amyloliquefaciens strain D747 CX~9032. 
None. 
Certis U.S.A., L.L.C.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 
Certis U.S.A., L.L.C.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 
Request for no further testing. 
Christine A. Dive! . 
June 16,2010. 
Oral exposure to the manufacturing use product showed no adverse effects including infectivity, 
pathogenicity and toxicity up to the limit dose. Dermal toxicity and irritation testing for the end-use 
products showed no adverse effects up to the limit doses. Pulmonary exposure to the manufacturing use 
product showed no adverse effects including infectivity, pathogenicity and toxicity though slight toxicity 
lasting 2 days from 4-hour aerosol inhalation administration of 2.18 mg!L, where inert ingredients were 
also present, was noted in another study. Inert ingredients all have existing appropriate food tolerance 
exemptions and most are listed as 40 CFR 180.950 minimal risk; no additional toxicity for oral, dermal 
or inhalation exposure is expected from the incremental testing of formulations with these ine1t 
in redients added. 
Acute Oral Toxicity, Acute Dermal Toxicity, Acute Inhalation Toxicity- ACCEPTABLE; 
Hypersensitivity- SUPPLEMENTAL- not a required study. 
Study does not meet the requirements for 40 CFR Part 160- waiver request, not a scientific study. 

DISCUSSION: Oral exposure to the manufacturing use product showed no adverse effects including infectivity, 
pathogenicity and toxicity up to the limit dose. Dermal toxicity and irritation testing for the end-use products 
showed no adverse effects up to the limit doses. Pulmonary exposure to the manufacturing use product showed no 
adverse effects including infectivity, pathogenicity and toxicity though slight toxicity lasting 2 days from 4-hour 
aerosol inhalation administration of 2.18 mgiL, where inert ingredients were also present, was noted in another 
study. Inert ingredients all have existing appropriate food tolerance exemptions and most are listed as 40 CFR 
180.950 minimal risk; no additional toxicity for oral, dennal or inhalation exposure is expected from the 
incremental testing of formulations with these inert ingredients added. 

SUMMARY OF REVIEWED DATA: 
STUDY TYPE: Acute Oral Toxicity I Pathogenicity- Rat. 
OCSPP Guideline: 885.3050. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747. 
MRID NO.: 481657-04. 
DISCUSSION: No evidence of infectivity, pathogenicity or toxicity was found from oral administration of 
l.Oxl08 CFU Bacillus amyloliquefaciens strain D747 to rats. Clearance from fecal material occurred by day 14 and 
no viable organisms were recovered from blood or any other organ or tissue. 
CLASSIFICATION: ACCEPTABLE- oral LD > l.Oxl08 CFU/rat- not infective. pathogenic or toxic. 

STUDY TYPE: Acute Injection Toxicity I Pathogenicity- Rat. 
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OCSPP Guideline: 885.3200. 
TEST MATERIAL: Bacillus amyloliquefaciens strain 0747. 
MRID NO.: 481657-05. 
DISCUSSION: No evidence of infectivity, pathogenicity or toxicity was found from intravenous administration of 
LOxlO spores Bacillus amyloliquef~ciens strain D747 to rats. There were no mortalities, no clinical effects from 
intravenous administration and steady weight gain of treated rats throughout the study duration. Clearance was 
steady though residual viable cells remained in the liver and spleen at day 60 on study termination, typical of spore 
forming bacteria administered to rats. There was no evidence of an increase in viable counts over time that would 
be indicative of a chronic infection. Since a pattern of clearance was shown it is assumed that the remaining viable 
cells were spores that take longer to be cleared by healthy immune systems. 
CLASSIFICATION: ACCEPTABLE- intravenous LD > I.Oxl07 CFU/rat- not infective, pathogenic or toxic. 

STUDY TYPE: Acute Pulmonary Toxicity I Pathogenicity- Rat. 
OCSPP Guideline: 885.3150. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747. 
MRID NO.: 481657-06. 
DISCUSSION: No evidence of infectivity, pathogenicity or toxicity was found from intratracheal administration 
of l.Oxl07 spores Bacillus amyloliquefaciens strain 0747 to rats. There were no mortalities, no clinical effects 
from intratracheal administration and steady weight gain of treated rats throughout the study duration. Clearance 
was steady though residual viable cells remained in the lungs and trachea at day 60 on study termination, typical of 
spore forming bacteria administered to rats. There was no evidence of an increase in viable counts over time that 
would be indicative of a chronic infection. Since a pattem of clearance was shown it is assumed that the remaining 
viable cells were spores that take longer to be cleared by healthy immune systems. 
CLASSIF1CATION: ACCEPTABLE- pulmonary LD > 1.0xl07 CFU/rat- not infective, pathogenic or toxic. 

STUDY TYPE: Acute Oral Toxicity- Rats. 
OCSPP Guideline: 870.1100. 
TEST MATERIAL: Bacillus amyloliquefociens strain D747 CX-9030. 
MRID NO.: 481657-07. 
DISCUSSION: No evidence of toxicity was found from oral administration of 5000 mg/Kg Bacillus 
amyloliquejaciens strain D747 CX-9030 to rats in a 14 day acute toxicity study. 
CLASSIFICATION: ACCEPTABLE. oral LD > 5000 mg!Kg -EPA Toxicity Category IV. 

STUDY TYPE: Acute Dermal Toxicity- Rabbits. 
OCSPP Guideline: 870.1200. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747 CX-9030. 
MRID NO.: 481657-08. 
DISCUSSION: No evidence of toxicity was found from dermal administration of 5050 mg!Kg Bacillus 
amyloliquefaciens strain D747 CX-9030 to rats in a 14 day acute toxicity study. 
CLASSIFICATION: ACCEPTABLE. dermal LD > 5050 mg/Kg- EPA Toxicity Category IV. 

STUDY TYPE: Acute Inhalation Toxicity- Rats. 
OCSPP Guideline: 870.1300. 
TEST MATERIAL: Bacillus amyloliquejacieHS strain 0747 CX-9030. 
MRID NO.: 481657-09. 
DISCUSSION: Slight toxicity lasting two days from 4-hour aerosol inhalation administration of 2.18 mg/L 
Bacillus amyloliquefaciens strain D74 7 CX-9030 was noted to rats in a 14 day acute toxicity study. 
CLASSIFICATION: ACCEPTABLE- inhalation LC > 2.18 mg!L- EPA Toxicity Category IV. 
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STUDY TYPE: Acute Eye Initation- Rabbit. 
OCSPP Guideline: 870.2400. 
TEST MATERIAL: Bacillus amylo!iquefaciens strain D747 CX-9032. 
MRID NO.: 481655-05. 
DISCUSSION: The maximum average irritation score of0.667 obtained 1 hour after treatment declined to 0 after 
24 hours following ocular administration of 0.1 mL Bacillus amyloliquefaciens strain D747 CX-9032 to New 
Zealand White rabbits in a 72 hour observation period. 
CLASSIF1CATION: SUPPLEMENTAL but upgradeable- practically non-irritating- EPA Toxicity Category 
IV; the test material described here as 7% ai should be clarified how it differs from the CSF provided. 

STUDY TYPE: Acute Dermal Irritation. 
OCSPP Gnideline: 870.2500. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747 CX-9032. 
MRID NO.: 481655-06. 
DISCUSSION: No evidence of irritation was found from dermal administration of 0.5 rnL undiluted Bacillus 
amyloliquefaciens strain D747 CX-9032 to rabbits during a 72 hour exposure and observation period. The dermal 
irritation score for Bacillus amyloliquejaciens strain D747 CX-9032 was 0.00. 
CLASSIF1CATION: SUPPLEMENTAL but upgradeable- essentially non-irritating -EPA Toxicity Category 
IV; the test material described here as 7% ai should be clarified how it differs from the CSF provided. 
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Study Types FOOD TOLERANCE EXIl ION PETITION. 
MRID No. None. 
Test Material Bacillus amyloliquefaciens strain 0747. 
Study No. None. 
Sponsor Certis U.S.A., L.L.C.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 
Testing Facility Certis U.S.A., L.L.C.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 
Title of Report Notice of Filing Template. 
Authors Certis U.S.A., L.L.C.; 9145 Guilford Road, Suite 175; Columbia, MD 21046. 
Study Completed Unknown. 
Study Summary Based on extensive testing of the manufacturing use product and of end-use products containing the 

active ingredient, no toxicity, infectivity, pathogenicity or other adverse effects from dietary exposure to 
Bacillus amyloliquefaciens strain 0747 are expected. Bacillus spp. including Bacillus amyloliquefaciens 
are commonly found in agricultural settings (i.e. soils) and are present on fresh produce of all kinds with 
no known adverse effects. The Manual of Clinical Microbiology (91

" edition) mentions that dried food 
such as spices, milk powder and grains often contain large amounts of Bacillus spores. Bacillus 
amyloliquefaciens is not laiown tp produce any mammalian toxins and no foodbome disease outbreaks 
associated with Bacillus amyloliquejaciens or toxin production from Bacillus amyloliquefaciens have 
been reported. Since Bacillus amyloliquefaciens is naturally present in soils, exposure to Bacillus 
amyloliquefaciens from surface and possibly groundwater can be expected. Water treatment processes 
should remove any Bacillus amyloliquefaciens present. No adverse effects are expected or have been 

Classification 
Good Laboratory 
Practice 

reported from exposure to Bacillus amyloliquefaciens through drinking water. 
ACCEPTABLE. 
Not applicable. 

Toxicological Profile 
Based on extensive testing of the manufacturing use product and of end~use products containing the active 
ingredient, no toxicity, infectivity, pathogenicity or other adverse effects from dietary exposure to Bacillus 
amyloliquefaciens strain D747 are expected. Bacillus spp. including Bacillus amyloliquefaciens are commonly 
found in agricultural settings (i.e. soils) and are present on fresh produce of all kinds with no known adverse 
effects. The Manual of Clinical Microbiology (91

h edition) mentions that dried food such as spices, milk powder 
and grains often contain large amounts of Bacillus spores. Bacillus amyloliquefaciens is not known to produce any 
mammalian toxins and no foodbome disease outbreaks associated with Bacillus amyloliquefaciens or toxin 
production from Bacillus amyloliquefaciens have been reported. Since Bacillus amyloliquejaciens is naturally 
present in soils, exposure to Bacillus amyloliquefaciens from surface and possibly groundwater can be expected. 
Water treatment processes should remove any Bacillus amyloliquefaciens present. No adverse effects are expected 
or have been reported from exposure to Bacillus amyloliquefaciens through drinking water. 
Intravenous LD > l.Oxl07 CFU/rat- not infective, pathogenic or toxic. 
Pulmonary LD > l.Oxl07 CFU/rat- not infective, pathogenic or toxic. 
Oral LD > 5000 mg/Kg- EPA Toxicity Category IV. 
Dermal LD > 5050 mg/Kg- EPA Toxicity Category IV. 
Inhalation LC > 2.18 mg/L- EPA Toxicity Category III. 
Mildly-irritating to the eye- EPA Toxicity Category IlL 
Essentially non-irritating dermally- EPA Toxicity Category IV. 
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Aggregate Exposures 
In examining aggregate exposure, section408 ofFFDCA directs EPA to consider available information 
concerning exposures from the pesticide residue in food and all other non~occupational exposures, including 
drinking water from ground water or surface \Vater and exposure through pesticide use in gardens, lawns, or 
buildings (residential and other indoor uses). Due to the biological nature of Bacillus amyloliquefaciens strain 
D747 it is not expected to persist in the environment or accumulate in any reservoirs, rather it will naturally 
degrade due to predation by other biological organisms and exposure to heat, cold, sunlight, etc. 
A. Dietary Exposure 
1. Food. Bacillus spp. including Bacillus amyloliquefaciens are commonly found in agricultural settings (i.e. soils) 
and are present on fresh produce of all kinds with no known adverse effects. Bacillus amyloliquefaciens is not 
known to produce any mammalian toxins and no foodbome disease outbreaks associated with Bacillus 
amyloliquefaciens or toxin production from Bacillus amyloliquefaciens have been reported. 
2. Drinking water exposure. Since Bacillus amyloliquefaciens is naturally present in soils exposure to Bacillus 
amyloliquefaciens from surface and possibly groundwater can be expected. Water treatment processes should 
remove any Bacillus amyloliquefaciens present. No adverse effects are expected or have been reported from 
exposure to Bacillus amyloliquefaciens thrm1gh drinking water. 
B. Other Non-Occupational Exposure 
Exposures other than those to workers, mitigated by label language for use patterns and PPE, are not expected. 
1. Dermal exposure. Bacillus amyloliquefaciens strain D747 was shown to be non-toxic and non-irritating by 
dermal exposure; dermal LD > 5050 mg!Kg- EPA Toxicity Category IV. 
2. Inhalation exposure. Pulmonary exposure to the manufacturing use product showed no adverse effects including 
infectivity, pathogenicity and toxicity though slight toxicity lasting 2 days from 4-hour aerosol inhalation 
administration of 2.18 mg!L, where inert ingredients were also present, was noted in another study. Respiratory 
protection is routinely required for applicators of microbial pesticides to prevent allergic sensitization; in this case 
respirators are also required PPE. 
V. Cumulative Effects from Substances with a Common Mechanism of Toxicity 
Section 408(b )(2)(D)(v) of FFDCA requires that, when considering whether to establish, modify, or revoke a 
tolerance, the Agency considers "available information" concerning the cumulative effects of a particular 
pesticide's residues and "other substances that have a common mechanism of toxicity." EPA has not fmmd 
Bacillus amyloliquefaciens strain D747 to share a common mechanism of toxicity with any other substances, and 
Bacillus amyloliquefaciens strain D747 does not appear to produce a toxic metabolite produced by other 
substances. For the purposes of this tolerance action, therefore, EPA has assumed that Bacillus amyloliquefaciens 
strain D747 does not have a common mechanism of toxicity with other substances. For information regarding 
EPA's efforts to determine which chemicals have a common mechanism of toxicity and to evaluate the cumulative 
effects of such chemicals, see EPA's website at http://www.epa.gov/pesticides/cumulative. 
Determination of Safety for U.S. Population, Infants and Children 
No toxicological, sensitization, irritation, infectious or pathogenic endpoints were noted in mammalian testing of 
Bacillus amyloliquefaciens strain D747 and differential effects to infants and children are not expected. 
Other Considerations 
A. Analytical Enforcement Methodology 
An analytical method is not required for enforcement purposes since the Agency is establishing an exemption from 
the requirement of a tolerance without any numerical limitation. 

Cited studies: 
STUDY TYPE: Acute Oral Toxicity I Pathogenicity- Rat. 
OCSPP Guideline: 885.3050. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747. 
MRID NO.: 481657-04. 
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DISCUSSION: No evidence of infectivity, pathogenicity or toxicity was found from oral administration of 
l.Oxl08 CFU Bacillus amyloliquefaciens strain D747 to rats. Clearance from fecal material occurred by day 14 and 
no viable organisms were recovered from blood or any other organ or tissue. 
CLASSIFICATION: ACCEPTABLE- oral LD > 1.0xl08 CFUirat- not infective, pathogenic or toxic. 

STUDY TYPE: Acute Injection Toxicity I Pathogenicity- Rat. 
OCSPP Guideline: 885.3200. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747. 
MRID NO.: 481657-05. 
DISCUSSION: No evidence of infectivity, pathogenicity or toxicity was found from intravenous administration of 
l.OxlO spores Bacillus amyloliquefaciens strain D747 to rats. There were no mortalities, no clinical effects from 
intravenous administration and steady weight gain of treated rats throughout the study duration. Clearance was 
steady though residual viable cells remained in the liver and spleen at day 60 on study termination, typical of spore 
forming bacteria administered to rats. There was no evidence of an increase in viable counts over time that would 
be indicative of a chronic infection. Since a pattern of clearance was shown it is assumed that the remaining viable 
cells were spores that take longer to be cleared by healthy immune systems. 
CLASSIFICATION: ACCEPTABLE- intravenous LD > l.Ox107 CFUirat- not infective, pathogenic or toxic. 

STUDY TYPE: Acute Pulmonary Toxicity I Pathogenicity~ Rat. 
OCSPP Guideline: 885.3150. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747. 
MRID NO.: 481657-06. 
DISCUSSION: No evidence of infectivity, pathogenicity or toxicity was found from intratracheal administration 
of 1.0xl 07 spores Bacillus amyloliquefaciens strain D747 to rats. There were no mortalities, no clinical effects 
from intratracheal administration and steady weight gain of treated rats throughout the study duration. Clearance 
was steady though residual viable cells remained in the lungs and trachea at day 60 on study termination, typical of 
spore forming bacteria administered to rats. There was no evidence of an increase in viable counts over time that 
would be indicative of a chronic infection. Since a pattern of clearance was shown it is assumed that the remaining 
viable cells were spores that take longer to be cleared by healthy immune systems. 
CLASSIFICATION: ACCEPTABLE- pulmonary LD > l.Ox107 CFU/rat- not infective, pathogenic or toxic. 

STUDY TYPE: Acute Oral Toxicity- Rats. 
OCSPP Guideline: 870.1100. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747 CX-9030. 
MRID NO.: 481657-07. 
DISCUSSION: No evidence of toxicity was found from oral administration of 5000 mg/Kg Bacillus 
amyloliquefaciens strain D747 CX-9030 to rats in a 14 day acute toxicity study. 
CLASSIFICATION: ACCEPTABLE- oral LD > 5000 mg/Kg- EPA Toxicity Category IV. 

STUDY TYPE: Acute Dermal Toxicity- Rabbits. 
OCSPP Guideline: 870.1200. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747 CX-9030. 
MRID NO.: 481657-08. 
DISCUSSION: No evidence of toxicity was found from dermal administration of 5050 mgiKg Bacillus 
amyloliquefaciens strain D747 CX-9030 to rats in a 14 day acute toxicity study. 
CLASSIFICATION: ACCEPTABLE· dermal LD > 5050 mg/Kg- EPA Toxicity Category IV. 
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STUDY TYPE: Acute Inhalation Toxicity- Rats. 
OCSPP Guideline: 870.1300. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747 CX-9030. 
MRID NO.: 481657-09. 
DISCUSSION: Slight toxicity lasting two days from 4-hour aerosol inhalation administration of 2.18 mg/L 
Bacillus amyloliquefaciens strain D747 CX-9030 was noted to rats in a 14 day acute toxicity study. 
CLASSIFICATION: ACCEPTABLE· inhalation LC > 2.18 mg/L- EPA Toxicity Category IV. 

STUDY TYPE: Acute Eye Irritation- Rabbit. 
OCSPP Guideline: 870.2400. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747 CX-9030. 
MRID NO.: 481657·10. 
DISCUSSION: The maximum average irritation score of 18.3 obtained 1 hour after treatment declined to 17.33 
after 24 hours, 2 after 48 hours and 0 after 72 hours following ocular administration of 0.1 mL Bacillus 
amyloliquefaciens strain D747 to New Zealand White rabbits in a 72 hour observation period. 
CLASSIFICATION: ACCEPTABLE- mildly-irritating- EPA Toxicity Category Ill. 

STUDY TYPE: Acute Dermal Irritation. 
OCSPP Guideline: 870.2500. 
TEST MATERIAL: Bacillus amyloliquefaciens strain D747 CX-9030. 
MRID NO.: 481657-11. 
DISCUSSION: No evidence of irritation was found from dermal administration of 0.5 mg BacilhJs 
amyloliquefaciens strain D747 CX-9030 to rabbits during a 72 hour exposure and observation period. The dermal 
irritation score for Bacillus amyloliquefaciens strain D747 CX-9030 was 0.00. 
CLASSIFICATION: ACCEPTABLE- essentially non-irritating- EPA Toxicity Category IV. 
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RE: 70051-RNI and RNT- Division director requested a more detailed 
authorization 
Dively, Chris to: Susanne Cerrelli 09/15/2011 01:08PM 
Cc: "Dively, Chris" 

Susanne, 

Certis USA requests a copy of the Data Evaluation Record (DER) dated September 
14, 2011, Product Chemistry and Health Effects for Bacillus amyloliquefaciens 
D747 for EPA File Symbol 70051-RNI and RNT sent by fax to 301-604-7015. 
Certis USA acknowledges that the DER contains Confidential Business 
Information; however, Certis USA authorizes EPA to transmit this document to 
the above listed fax number. 

Sincerely, 
Christina Dively 
Director of Regulatory Affairs 
Certis USA 

-----Original Message-----
From: Cerrelli.Susanne®epamail.epa.gov 
mailto:Cerrelli.Susanne®epamail.epa.gov] 
Sent: Thursday, September 15, 2011 11:38 AM 
To: Dively, Chris 
Subject: Re: 70051-RNI and RNT- Division director requested a more detailed 
authorization 

I should have been more explicit earlier. 
to Fax to you but we need a more explicit 

It should indicate that 

I have the materials 
authorization email. 

ready 

Certis would like a copy of the Data Evaluation Record dated September 
14, 2011 Product Chemistry and Health Effects DERs for Bacillus 
amyloliquiefaciens strain D747 
for EPA Reg. No. 70051-RNI and RNT sent by FAX to fax number 
301-604-7015. 

It also should indicate that: 
Certis is acknowledges that the materials requested contain Corifidential 
business information , however, Certis authorizes EPA to transmit this 
document to the above listed Fax number. 

Regards, 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511P) 

703-308-8077(w) 

From: "Dively, Chris" <cdively@certisusa.com> 

344



Susanne, 

70051-RNI and RNT 
Dively, Chris 
to: 
Susanne Cerrelli 
09/14/2011 04:09PM 
Hide Details 
From: "Dively, Chris" <cdively@certisusa.com> 

To: Susanne Cerrelli!DC/USEPA/US@EPA 

Page 1 of! 

Certis USA authorizes you to fax the Product Chemistry and Health Effects DERs to the fax number 301-604-
7015. 

Thank you, 
Christina Dively 
Director of Regulatory Affairs 

fi1e://C:1Documents and Settings\scerrell\Loca1 Settings\Temp\notes87944BI~web7855.htm 9/14/2011 
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ElWd 
IIMILIJ II 

Re: B. amylo/iquefaciens- deficienciesEPA file symbols 70051- RNI and RNT 
SEE below[] 
Susanne Cerrelli to: Shannon Borges 08/26/2011 03:03PM 

Shannon~ 

I just got off the phone with Chris Dively to provide an adequate response she will need a copy of the 
reviews for 0747. She wanted to have a better understanding of what deficiencies were identified so she 
could respond in a complete fashion ( and the DERs would help). 

She has additional non- target insect studies that were done for Annex 1 registration in Europe. She says 
they were deemed acceptable and that she could submit a copy Monday. I asked her what insects were 
tested and she said she will email us a list. I will forward Dively's list of tested insects when I get it . Her 
understanding is that this is not registered in Europe yet, but she mentioned the insect studies were 
deemed acceptable by the Europeans. 

11ried to explain to her that the eco~ assessment is complete but that we wanted to give her an 
opportunity to address the guidelines that were found deficient to improve the registration decision for 
their company. 

Could I get the signed reviews on Tuesday for 0747? 

When I give you the list of available insect studies that were not submitted yet , can you give me an 
indication if the studies should be submitted.? or should she just submit whatever she has and if it isn't 
helpful you don't review it? Please let me know your preference, and any other comments/ suggestions 
on the matter. 

I am going to go ahead and see if I can get approval to fax the reviews to Dively after you and Gail sign 
them .. 

I can stop by in person Tuesday but am working at home Monday. 

THANKS! 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511 P) 

703-308-8077(w) 

Shannon Borges Hi Susanne, Gail and I went through the studies ... 

From: Shannon Borges/DC/USEPA/US 
To: Susanne Cerrelli/DC/USEPA/US@EPA 
Date: 08/2412011 02:26PM 
Subje:::cl:_: ___ B::_·;.:a::_m:ylo!iquefaciens- deficiencies 

Hi Susanne, 

08/24/2011 02:26:03 PM 

Gail and I went through the studies for Bacillus subtilis var. amyloliquefaciens 0747, and we have noted 
some deficiencies. The nontarget insect studies were all determined to be unacceptable, and both 
honeybee studies, the avian oral, and the nontarget plant study were supplementaL Since B. 
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Fw: B. amyloliquefaciens -D747 EPA File Symbols 70051-RNI and RNT 
Susanne Cerrelli to: Dively, Chris 08/25/201 t 10:54 AM 
Bee: Shannon Borges, Alan Reynolds 

Dear Ms. Dively 

The science reviewers evaluated the ecological hazard evaluation studies for Bacillus subtilis var. 
amylo!lquefaciens 0747, and have noted some deficiencies. The nontarget insect studies were all 
determined to be unacceptable, and both honeybee studies, the avian oral, and the nontarget plant study 
were supplemental. Since B. amyloliquefaciens is not related to a known plant pathogen, the nontarget 
plant study is not required. However, the nontarget insect, honeybee, and bird studies need to be 
re-addressed, either with additional studies or with adequate rationales to justify a finding of no toxicity or 
pathogenicity to these non*target organisms. We wanted to alert you before sending a letter with the 
reviews in hopes that this could help expedite your preparation of a response, for our assessments. 

Please, let me know if you have any questions. 

Regards, 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511 P) 

703-308-8077(w) 
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Biopesticides and 

Pollution Prevention 

Division 

August 30, 2011 

TO: Chris Dively 
FAX Phone:301-604-7015 

FROM: Susanne Cerrelli 
US Environmental Protection Agency. 
Office of Pesticide Programs 

( 

Pages:48 

Cover 

Biopesticides & Pollution Prevention Division (7511c) 

Phone 703-308-8077 (FAX 703-308-7026) 
Email: CERRELLLSUSANNE@ epa.gov 

including 

Subject: Data evaluation records for B. subtilis Var Amyloliquefaciens -D747 
EPA Reg. No. 70051-RNI and RNT 

The evaluators strongly suggest that the most expeditious manner to address the 
unsatisfied guidelines is with waiver rationale for each of those guidelines. An 
evaluation of new data would require more time and very likely would affect PRIA 
dates. 

If you have any questions, please contact me. ~ 

Si~c:rely ~~ /;. 

c;zJuw V:""(.,-c_J;,L (______. 
p 

Susanne Cerrelli 
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RE: B. amyloliquefaciens -0747 EPA File Symbols 70051-RNI and RNT 
Dively, Chris to: Susanne Cerrelli 08/29/201 t 12:32 PM 
Cc: "Dively, Chris" 

Dear Susanne, 

Certis USA authorizes BPPD (Susanne Cerelli) to fax data evaluation records 
for pending Registration File Symbol: 70051-RNI and 70051-RNT. The Certis 
Fax Number is 301-604-7015. 

Thank you, 
Chris Dively 
Director of Regulatory Affairs 
Certis USA 

~--~-Original Message--~--

From: Cerrelli.Susanne®epamail.epa.gov 
mailto:Cerrelli.Susanne®epamail.epa.gov] 
Sent: Friday, August 26, 2011 3:40 PM 
To: Dively, Chris 
Cc: Borges.Shannon®epamail.epa.gov 
Subject: RE: B. amyloliquefaciens ~D747 EPA File Symbols 70051-RNI and RNT 

I will not be able ot get a copy of the reviews until next week. 
be Tuesday or Wednesday before I can get a signed copy to you. 
you please confirm with an email that you authorize me to FAX you 
data evaluation records, and provide the FAX number to use ? 

It may 
Can 

the 

Also the reviewers need to know- what is the duration of the studies 
listed below? If the duration is short it is difficult to assess 
potential pathogenicity to insects. 

If you have questions about generating a waiver rationale using 
available published literature and the submitted studies , please let 
me know. 

Regards, 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511P) 

703-308-8077 (w) 

From: 
To: 
Cc: 
Date: 
Subject: 

"Dively, Chris" <cdively®certisusa.com> 
Susanne Cerrelli/DC/USEPA/US®EPA 
"Dively, Chris" <cdively®certisusa.com> 
08/26/2011 03:24PM 

RE: B. amyloliquefaciens -D747 EPA File Symbols 
70051-RNI and RNT 
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Hi Susanne, 
The non-target insect studies that were submitted to support the 
inclusion of B.Subtilis var. amyloliwquefaciens in EU Annex I & II of 
91/414 are: Toxicity of Predatory Mite Typhlodromus pyri in the 
laboratory and Toxicity to the Aphid Parasitoid, Aphidius rhopalosiphi 
in the laboratory. These studies can be made available to your review 
group immediatedly, if requested. Further there is an assessment 
summary for the non-target insects, including honeybee as well that can 
be shared with the eco. reviewer. 
Just let me know if you would like to review this information and I will 
get it to you asap. 

Thanks for your email as a "heads-up" in an effort to expedite the 
additional requested data/information so that the final 
reviews/assessments may proceed. 

Best Regards, 
Chris 

-----Original Message-----
From: Cerrelli.Susanne@epamail.epa.gov 
mailto:Cerrelli.Susanne@epamail.epa.gov] 
Sent: Thursday, August 25, 2011 10:55 AM 
To: Dively, Chris 
Subject: Fw: B. amyloliquefaciens -D747 EPA File Symbols 70051-RNI and 
RNT 

Dear Ms. Dively 

The science reviewers evaluated the ecological hazard evaluation studies 
for Bacill++ 
I 
s subtilis var. amyloliquefaciens D747, and have noted some 
deficiencies. The nontarget insect studies were all determined to be 
unacceptable, and both honeybee studies, the avian oral, and the 
nontarget plant study were supplemental. Since B. amyloliquefaciens is 
not related to a known plant pathogen, the nontarget plant study is not 
required. However, the nontarget insect, honeybee, and bird studies 
need to be re-addressed, either with additional studies or with adequate 
rationales to justify a finding of no toxicity or pathogenicity to 
these non-target organisms. We wanted to alert you before sending a 
letter with the reviews in hopes that this could help expedite your 
preparation of a response, for our assessments. 

Please, let me know if you have any questions. 

Regards, 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511P) 

703-308-8077 (w) 
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Terrestrial Arthropods -Honey Bees (Apis mellifera)- Bacillus subtilis var. 
amyloliquefaciens Strain D747- Study Review 
Sub. No. 879171/ Company code: 70051/MRID not assigned at time of review 
TECHNICAL I PC Code 016482 

REQUIREMENT, PMRA Data Code: M9.5.1-Terrestrial arthropods 
U.S. EPA Requirement: 885.4380 
OECD Data Code' liM 8.7, IIIM 10.3 

TEST MATERIAL (PURITY): Bacillus subtilis var. amyloliquefaciens D747, 5 x 1010 spores/g 

SYNONYMS: Bacillus amyloliquefaciens, Bacillus subtilis var. amyloliquefaciens 

/1 

CITATION: Verge, E. 2010. CX-9030- Acute oral and contact toxicity to the honeybeeApis 
mellifera L. in the laboratory. Eurofins Agroscience Services GmbH. Study code: S 10-
02546. Unpublished study dated October 5, 2010. MRID not assigned at time of review. 

SPONSOR: Certis USA, 9145 Guilford Road, Suite 175, Columbia, MD 21046. 

COMPLIANCE' Signed and dated GLP, Quality Assurance, and Data Confidentiality statements 
were provided. The study was conducted in compliance with GLP principles 
within the following: The Principles of Good Laboratory Practice (GLP), 
Chemical Act, attachment 1, Germany; The OECD Principles of Good 
Laboratory Practice. This DER does not contain CBI. 

EXECUTIVE SUMMARY' 

In a 48-hour oral toxicity study, and another 48~hour contact toxicity study, honey bees (Apis mellifera) 
were exposed to Bacillus sub til is CX-9030. Mortality was 0% in both B. subtilis CX-9030 and negative 
control treatment groups in the oral toxicity study, and mortality did not exceed 10% in the acute contact 
toxicity study in any of the treatment groups. Based on the results, the LD50 for oral toxicity was 
empirically determined to be 446.63 )lglbee and the LD50 for acute contact toxicity was determined to be 
> 360 J.Lg/bee. 

The study is sufficient to show that Bacillus subtilis CX-9030 is not toxic to honey bees. However, the 
study is not of sufficient duration to determine whether it may be pathogenic to honey bees. 

CLASSIFICATION' SUPPLEMENTAL 

I. MATERIALS AND METHODS' 

A. GUIDELINE FOLLOWED' OECD guidelines No. 213 and 214 

B. MATERIALS' 
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Terrestrial Arthropods- Honey Bees (Apis mellifera)- Bacillus subtilis var. 
amyloliquefaciens Strain D747- Study Review 
Sub. No. 8791711 Company code: 70051 
TECHNICAL I PC Code 016482 

/2 

1. Test Material: CX-9030 (Bacillus suhtilis CX-9030); Table 2, page 9 states that the test item was 
Bacillus sUhtilis CX-9025, which is the technical material. All contain B. s. amyloliquefaciens 
D747. 

Description: buff colored, small granules, density 0.765 glcm3 

Lot/Batch#: 0700680, Test item code 2010-001216 

Purity: 5 x I 010 spores/g 

Storage conditions: Cool, dry place. 

2. Test Organism: 

Species (common and scientific names): Honey bee (Apis mellifera) 

Age at test initiation: Young adult worker bees. 

Source: Healthy colony descended from a breeding line of a beekeeper in Rheinland-pfalz, 
Germany (name and address provided in the study report) 

Date of collection: One day prior to start of the study. 

Rationale: This is the species of bee required for testing by EPA data requirements. 

C. STUDY DESIGN AND METHODS: 

An oral toxicity study and a contact toxicity study were both performed with Bacillus subtilis 
CX-9030 on the honey bee (Apis mellifera). Five replicate groups of 10 bees were tested at each 
dose for each of the studies. In each study, bees were assessed at 4, 24, and 48 hours for survival 
and/or abnormal behavior. 

The oral toxicity study was carried out with a limit dose (nominal400 jlg/bee, measured 446.63 
jlg/bee). CX-9030 was provided in 50% (w/v) aqueous sucrose solution (diet) after the bees were 
fasted for two hours. A reference (positive control; dimethoate, 0.07- 0.17 11glbee) solution was 
given to another group, and a negative control (50% sucrose solution only) was included as well. 
A quantity of250j.!L oflhe test or reference solution was provided to the bees for six hours to 
ensure sufficient consumption of the test or reference material. Bees within a cage shared the test 
solution and are assumed to have received a similar dose. The amount of test solution consumed 
by each replicate was determined by weighing the feeders (Eppendorf cups) before and after each 
feeding. After the six-hour exposure period, the bees were supplied ad libitum with untreated 
50% aqueous sucrose solution. The same procedure was also carried out with the negative 
control group. 

The contact toxicity study was carried out as a definitive study. Bacillus subtilis CX-9030 was 
tested at nominal concentrations of20, 40, 80, 160, and 320 Jlg/bee. These amounts were applied 
(in 2 j.!L) directly to tl1e dorsal thorax of each bees after were anesthetization with carbon dioxide. 
Positive controls (dimethoate) were included at rates ofO.IO, 0.15, 0.23, and 0.34 Jlg/bee, and a 
negative control (tap water) was also included. After treatment, the bees were returned to the test 
cages and fed witl1 a 50% aqueous sucrose solution ad libitum. 
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Terrestrial Arthropods- Honey Bees (Apis mellifera)- Bacillus subtilis var. 
amyloliquefaciens Strain D747- Study Review 
Sub. No. 87!>171/ Company code: 70051/MRID not assigned at time of review 
TECHNICAL I PC Code 016482 

1. Experimental Methods and Conditions: 

Acclimation: 

Duration: One day 
Feeding: Not described specifically 
Water: Not described specifically 
Temperature: Not described specifically 
Relative humidity: Not described specifically 

/3 

The study report states that bees were kept under laboratory conditions until the start of the 
experimental phase. Bee colonies were inspected periodically according to the rules of bee 
keeping by and experienced apiarist. An authorized bee specialist also examined the colonies for 
a reportable bee epidemic, without any findings. 

Test chamber- description and size: 

Bees were kept in cages made of stainless steel (base: 8.2 em x 40 em; height: 6.0 em). The front 
side of the cages was equipped with a transparent window so that the bees could be observed. 
The bottom of the cages consisted of perforated steel, which guaranteed sufficient air supply for 
the test insects. The test cages were lined with filter paper. 

Route(s) of exposure: 

Oral (dietary) and contact. 

Dose levels I test concentrations: 

Oral- Nominal: 400 ).lg/bee (needs clarification, either2.5 x 106 cfu/bee or 2.0 x 106 cfulbee) 
Oral- Measured: 446.63 ).lg/bee (based on consumption) 

Contact-Nominal: 20, 40, 80, 160,320 !J.g/bee (1.0 x 106,2.0 x 106,4.0 x 106,8.0 x 106
, and I.6 

x 107 cfu/bee, respectively) 
Measured- Not done. 

The maximum hazard concentration, based on the maximum rate shown on proposed label for the 
end-use product, CX-9030, is 1.8 x 109 cfu/mL. This is based.on an application rate of3 lbs. of 
the product diluted in 100 gallons of water. Based on the information given about the preparation 
of the test substances, the oral toxicity study test material concentration was 1 x 109 cfulmL and 
the contact toxicity study test material ranged from 5 x 108 to 8 x l 09 cfu/mL. Therefore, the 
concentrations used in the studies adequately test toxicity at the maximum hazard dose ( 10-
IOOx the EEC). 

Preparation of dose or test concentration: 

For the oral toxicity study, 2000 mg ofCX-9030 were made up to a final volume of 10 mL with 
tap water. 2.0 mL of this stock solution was added to 50% sucrose solution to make a solution 
with a final volume of20.0 mL. This was the test material given to the bees. 
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Terrestrial Arthropods - doney Bees (Apis mellifeta)- Bacillus subtilis var. 
amyloliquefaciens Strain D747- Study Review 
Sub. No. 879171/ Company code: 70051 
TECHNICAL/ PC Code 016482 

14 

For the contact toxicity study, 1600 mgofCX-9030 were made up to a final volume of 10.0 mL 
with tap water. This was the stock solution that was the 320 J.lg/bee treatment. 2.5 mL and 1.5 
mL of this stock solution was diluted with 5.0 mL of tap water to make the 160 J.lg/bee and 80 
J.lg/bee treatments, respectively. 1.25 mL of the stock solution was diluted with 10.0 mL tap 
water to make up the 40 J.lg/bee treatment, and 2.5 mL ofthis resulting solution was diluted with 
5.0 mL tap water to make the final treatment of20 J.lg/bee. 

Solvent/vehicle: For contact toxicity, tap water was used as a carrier. 

Confirmation of:MPCA viability: Not done with the study, no certificate of analysis provided 
either. 

Positive control/ reference material: Dimethoate, tested concurrently. 

Other controls: Negative controls (50% sucrose solution in the oral toxicity study, tap water in 
the contact toxicity study) 

Number of bees per chamber: 

Control(s): 10 
Treatment(s): I 0 

Number of replicates (chambers) per treatment: 

Control(s): 5 
Treatment(s): 5 

Recovery of:MPCA from bees: Not done. 

Feeding: 50% sucrose was provided ad libitum 

Test conditions: 
Temperature: During the oral toxicity study: 25°C; during the contact toxicity study: 24.5-
25.SOC 
Humidity: Oral study: 64- 66%; contact study: 60- 67% 
Lighting: Maintained in the dark. Handling was done with neon lighting. 

Duration of the study: 48 hours. 

Other methods or conditions, if any: N/A 

2. Observations: 

Parameters measured including sublethal effec~/toxicity symptoms: Survival, behavior. 

Observation/measurement intervals: 4, 24, and 48 hours. 

Testing for infectivity: Not done. 
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Terrestrial Arthropods- Honey Bees (Apis mellifera) -Bacillus subtilis var. 
amyloliquefaciens Strain D747- Study Review rs 
Sub. No. 879171/ Company code: 70051/MRID not assigned at time of review 
TECHNICAL I PC Code 016482 

Were raw data included? Raw data were included for the acute oral toxicity study. Raw data 
were not included for the contact toxicity study. 

Other observations, if any: N/ A 

II. RESULTS: 

A. VIABILITY OF DOSING SUSPENSIONS: Not done. 

B. MORTALITY: No mortalities were observed in the control group or the Bacillus subtilis CX-
9030 treatment group. The LD50 was determined empirically to be 400 ~glbee (nominal) or 
.446.63 ~ee (nominal, based on food consumption). The LD50 of the reference material, 
dimethoate, was determined to be 0.12 ~g a. i./bee, which is within the acceptable range of 0.10 to 
0.35 ~glbee for this reference item. Mortality for the test and reference material is provided in 
Table 1. No sublethal effects were observed throughout the 48 hour period. 

TABLE 1. Effect of Bacillus subti!is CX-9030 on honey bees (Apis mellifera) in an oral (dietary) 
oh 

Treatment Test item consumed •(%) 
!4 hours 48 hours 

J.O ~(511% 
~item:CX 

I 0.0 I 0.0 

! 0.06 
. 0.08 
_0.11 

' 0.15 

:item: : (~·' 
07 0.0 "' 

16.0 

The mortality in the contact toxicity study is given in Table 2. No mortality was observed in the 
negative control group. A maximum of I 0% mortality was observed in the Bacillus subtilis CX-
9030 test groups, and mortality did not follow a dose-response relationship. The study authors 
determined the LD50 for the test material to be >320 ~glbee. Mortality in the reference/positive 
control group did show a dose-response relationship. The acute contact LD50 was determined to 
be 0.15 ~g a.ilbee, which was within the range of validity ofO.lO to 0.30 ~g/bee for contact 
toxicity for this reference material. 

At the assessment at 4 hours after application, four bees were observed showing reduced 
coordination and ability to move at the highest and lowest Bacillus subtilis CX-9030 dose levels. 
No other sublethal effects were observed at the following assessments at 24 and 48 hours. 

TABLE 2. Effect of Bacillus subtilis CX-9030 on cumulative mortality of honey bees (Apis mellifera) in 
an acute contact toxicity study. 

Treatment MortaU_ty(%) 
24 hours 48 hours 

Control (tap water 0.0 0.0 
Test item: CX-9030 (~e/bee) 

20 I 0.0 I 2.0 
40 I 2.0 I 10.0 
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Terrestrial Arthropods- Honey Bees (Apis mellifera)- Bacillus subtilis var. 
amyloliquefaciens Strain D747- Study Review 
Sub. No. 879171/ Company code: 70051 
TECHNICAL I PC Code 016482 

80 2.0 
160 4.0 
320 0.0 

Reference item: dimethoate (u!!lbee) 
0.10 2.0 
0.15 60.0 
0.23 82.0 
0.34 86.0 

2.0 
10.0 
2.0 

6.0 
70.0 
86.0 
92.0 

B. REPORTED STATISTICS: LD50 values with 95% confidence limits for the reference item 
were calculated by pro bit analysis using SAS version 9.1.3. LD50 values are as reported above. 
LD50 values for the test item were determined empirically. 

/6 

D. VERIFICATION OF STATISTICAL RESULTS BY THE REVIEWER: LD, for acute 
oral and contact toxicity of the reference were confirmed with EPA's Toxanal program. The 
LD50 for oral toxicity of the dimethoate was determined to be 0.11 (95% Cl- 0.10- 0.12). The 
LD50 for contact toxicity was determined to be the same as reported, although given the response 
curve, a pro bit analysis is not necessarily the most appropriate. These results do show, however, 
that the test system did expose the bees to the test material, which is the point of inclusion of the 
positive control. 

Raw data were not included for the contact toxicity study, but since none of the treatments Jed to 
mortality of 50% or greater, the empirical determination is correct. 

ffi. CONCLUSION: 

A. REVIEWER'S CONCLUSIONS: The study is sufficient to show that Bacillus subtilis CX-
9030 is not toxic to honey bees. However, the study is not of sufficient duration to determine 
whether it may be pathogenic to honey bees. Thus the study is classified as supplemental. 

B. STUDY DEFICIENCIES: The study is of too short duration to determine pathogenicity. 
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Terrestrial Arthropods (Orius strigicollis)- Bacillus subtilis var. amyloliquefaciens D747 
Study Review 1 1 
Sub. No. 978171/ Company code 70051 I MRlD 48165716 
TECHNICAL I PC Code 016482 

REQUIREMENT: U.S. EPA Requirement: 885.4340 

TEST MATERIAL (PURITY): Bacillus subtilis D7 4 7 
Potency: 1 x 1011 cfu/mL 

SYNONYMS: N/A 

CITATION: Commission of the Japan Plant Protection Association. 2003. Bacillus subtilis var. 
amyloliquefaciens Strain D747 Non~ target insect testing. Full study- unpublished. 
Study completed September 2, 2003. MRID 48165716. 

SPONSOR: N/A- Submitted by Certis USA, LLC, 9145 Guilford RD, Suite 175, Columbia, MD 
21046. Testing site is given as: Japan Plant Protection Association Research Institute, 
535 Kessoku-cho, Ushiku-shi, lbaraki. 

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality statements 
were provided. Since Certis is not the sponsor of the study and did not conduct 
it, Certis does not know whether the study was conducted under GLP. This DER 
does not contain CBI. 

EXECUTIVE SUMMARY: 

Fifty immature Orius strigicollis were exposed for 24 hours to Bacillus subtilis D747 at lOX the expected 
environmental exposure. After 24 hours, the insects were moved to new vials without the test substance 
and were observed for seven days for survival. Those that died were tested for the presence of Bacillus. 
The number reaching adulthood was also observed. After 12 days, adults were removed and placed in 
sealed containers and allowed to mate. Egg~laying was allowed for two days and then the number of eggs 
per female was observed. · 

This study may indicate that Orius exposed to B. subtilis at the described rate for one day are not sensitive 
to this test material; however, little information is provided about how the insects were exposed. It is 
assumed that their food source was treated, but this is not clearly described, and a positive control was not 
included to confirm that the insects were sufficiently exposed. Study duratiOn was 14 days, and mortality 
of adults after egg laying began was not reported to determine if control mortality was 20%. Based on 
food consumption, the insects consumed approximately the same amount of diet. Eclosion and egg 
production were not affected. Assuming that the insects were properly exposed, the one day LD50 is >5.0 
x 108 cfu/mL Bacillus subtilis D747. This exposure level is 5X the expected environmental concentration 
assuming maximum application rate of3 lbs/100 gallons of water. 

The study has the following deficiencies: unknown GLP status and data quality, study duration of 14 
days (without confirmation that 20% mortality was reached in the control group), the exposure tested was 
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Terrestrial Arthropods (Orius strigicollis) -Bacillus subtilis var. amyloliquefaciens D747 
Study Review 12 
Sub. No. 978171/ Company code 70051/ MRlD 48165716 
TECHNICAL I PC Code 016482 

not at the maximum hazard rate, exposure route and treatment methods were not adequately described; a 
positive control was not included to confinn exposure with this test system. 

CLASSIFICATION: UNACCEPTABLE 

I. MATERIALS AND METHODS: 

A. GUIDELINE FOLLOWED: Not identified. 

B. MATERIALS: 

1. Test Material: Bacillus subtilis D747 

Description: Not given 

Lot/Batch#: Lot no. K3E001 

Purity: 1 x 1011 cfu/mL 

Storage conditions: Not described. 

2. Test Organism: 

Species (common and scientific names): Flower bug, Orius strigicollis (predaceous hemipteran) 

Age at test initiation: Yd instar 

Source: Parents oftest animals appear to have been purchased from Arysta Lifescience 
Corporation (product name "Tairiku") 

Rationale: This species is a predaceous hemipteran, which is a preferred test animal according to 
the OPPTS (OSCPP) guideline for nontarget insect testing with MPCAs. 

C. STUDY DESIGN AND METHODS: 

Fifty immature Orius strigicollis were exposed for 24 hours to Bacillus subtilis D747 at lOX the 
expected environmental exposure. After 24 hours, the insects were moved to new vials without 
the test substance and were observed for seven days for survival. Those that died were tested for 
the presence of Bacillus. The number reaching adulthood was also observed. After 12 days, 
adults were removed and placed in sealed containers and allowed to mate. Egg-laying was 
allowed for two days and then the number of eggs per female was observed. 

1. Experimental Methods and Conditions: 

Acclimation: Not described. 

Test chamber- description and size: Glass vial, diameter 2.5 em, depth 7 em; tops of the vials 
were covered with parafilm after each test vessel were weighed and after 1 test animal added to 
the vial with the instilled "regulated solution." 
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Terrestrial Arthropods (Orius strigicollis) -Bacillus subtilis var. amyloliquefaciens D747 
Study Review /3 
Sub. No. 978171 I Company code 70051/ MRlD 48165716 
TECHNICAL I PC Code 016482 

Amount of soil per test chamber: None- substrate not described 

Route(s) of exposure: Not described; assumed to be via diet, since food consumption was 
observed. The description only states that 6 )ll of the "regulated solution" was instilled by 
micropipette into the test vessel. Dietary intake by each individual test animal was determined by 
pre- and post-instillation weights of the vials. 

Dose levels I test concentrations: (nominal) 5.0 x 108 cfu/mL- lOX the EEC according to the 
author. According to the proposed labels, however, this concentration is 5X the concentration of 
the spray that would be applied when the highest use rate is used (3 lbs/acre in 100 gallons of 
water). 

Preparation of doses or test concentrations: The test substance was diluted 200X with distilled 
water. 

Solvent/vehicle: None 

Confirmation of:MPCA viability: Not done. 

Positive control I reference material: None 

Other controls: Negative control (distilled water) 

Number of test organisms per chamber: 
Control(s): 1 
Treatments: 1 

Number of replicates (chambers) per treatment: 
Control(s): 50 
Treatments: 50 

Recovery ofMPCA from test organisms: Each individual that died was immersed for a few 
seconds in 70% ethanol solution, and after surface pasteurization was accomplished, the ethanol 
was removed with distilled water. The insect was ground with 50 J •. d of distilled water. A nutrient 
broth growth medium (manufactured by Eiken Chemical Co., Ltd.) was then inoculated with 20 
p.l of the water containing the ground insect. This was cultured for two days in an incubator at 
28°C in total darkness, and the number of colony forming units of the genus Bacillus on the 
growth medium was then surveyed. 

Feeding: The diet of the insects during exposure is not described. In the observation period after 
exposure, the Orius was fed Ephestia kuehniella eggS. 

Test conditions: 

Temperature: 22 oc 
Humidity: Not described 
Lighting: 16L:8D photoperiod 
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Sub. No. 978171/ Company code 70051/ MRID 48165716 
TECHNICAL I PC Code 016482 

Duration of the study: Survival was measured for up to seven days. After 12 days, the insects 
were combined and allowed to mate. Egg laying was observed for two days. 

2. Observations: 

Parameters measured including sublethal effects/toxicity symptoms: Egg production 12 days 
after release from test chambers 

Observation/measurement intervals: Daily 

Testing for infectivity: Other than described above, no additional testing was done. 

Were raw data included? Raw data were included for mortality. Raw data were not included 
for effects on egg production. 

Other observations, if any: N/A 

II. RESULTS: 

A. VIABILITY OF DOSING SUSPENSIONS: Not done. 

B. MORTALITY: Abbot's correction was used due to some mortality in the controls. The 
corrected rate of mortality in Orius strigicollis after seven days of exposure was 8.9%. Food 
consumption was shown to be 0.003 g (mean) for the control group and 0.004 g (mean) for the B. 
subtilis D747 treated group. 

TABLE 1 Effect of Bacillus subtilis D747 on cumulative mortality of Orius stricricollis larva . 0 

Treatments No. of Cumulative Mortality 
Arthropods 

I Day I Day 2 Day3 Day4 DayS Day6 

Negative control 50 I 2 3 3 3 9 I 
B. subtilis D747 50 I I 2 2 2 5 

I 5 x 108 cfu!mL 

LDso > 5.0 x 108 cfu/mL I 

B. SUB-LETHAL TOXICITY EFFECTS: Eclosion rate is described as 82% for Orius exposed to 
the B. subtilis D747 treatment and 90% for Orius in the control treatment. These are the same as 
uncorrected survival rates. After 10 days all surviving larvae matured to adults. 

Raw data were not included for effects on egg production. In the B. subtilis treatment group, 20 
females were paired with 15 males, and after two days the number of eggs per female per day was 
determined to be 1.75. For the controls, 22 females were paired with 16 males, and these females 
each produced an average of 1.09 eggs per day. Statistical analyses were not described, but it is 
evident that exposure to B. subtilis for one day as larvae did not affect egg production in later life 
stages. 

Day7 

9 

5 
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C. RECOVERY OF BACILLUS FROM INSECTS: Based on the information provided in the 
report, a mean of2.l Bacillus cfU's were recovered from dead Orius larvae exposed to B. subtilis 
D747 for one day, and a mean of 1.6 Bacillus cfu's were recovered from control Orius. These are 
not significantly different (tn = 0.41; p = 0.69). It is unclear, however, whether this is the result 
of lack of exposure or the inability of Bacillus to survive within the insect. Greater assurance is 
needed that the insects were properly exposed. 

C. REPORTED STATISTICS: N/A. One~day LD50 was empirically determined to be >5.0 x 108 

cfu/mL and NOEC determined to be 5.0 x 108 cfu/mL. 

III. CONCLUSION: 

A. REVIEWER'S CONCLUSIONS: This study may indicate that Orius exposed to B. subtilis at 
the described rate for one day are not sensitive to this test material; however, little information is 
provided about how the insects were exposed. It is assumed that their food source was treated, 
but this is not clearly described, and a positive control was not included to confirm that the insects 
were sufficiently exposed. Study duration was 14 days, and mortality of adults after egg laying 
began was not reported to determine if control mortality was 20%. Based on food consumption, 
the insects consumed approximately the same amount of diet. Eclosion and egg production were 
not affected. Assuming that the insects were exposed, the one day LD50 would be >5.0 x 108 

cfulmL Bacillus subtilis D747; however, this is difficult to prove because exposure was not of 
sufficient duration. This exposure level is SX the expected environmental concentration 
assuming maximum application rate of3lbs/100 gallons of water. 

The cumulative mortality of Orius strigicollis in the negative control (Table 1) is nearly twice 
that in the bacterial treatment, which may indicate the lack of protein in the negative control may 
have contributed tq mortality. The test is of insufficient duration to determine a valid LD50. 
Furthennore, as the test was not conducted at maximum hazard dose, there is additional 
uncertainty regarding the NOEC. 

This study is classified as unacceptable because of the deficiencies below. 

B. STUDY DEFICIENCIES: 

The study has the following deficiencies: 
• Unknown GLP status 
• Study duration of 14 days led to a premature conclusion of the test (without confirmation 

that 20% mortality was reached in the control group) 
• The exposure tested was not at the maximum hazard rate 
• Exposure route and treatment methods were not adequately described; a positive control 

was not included to confirm exposure with this test system. 
• Raw da.ta were not included to verify results with statistical analysis, though in this case it 

is a minor deficiency. 
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U.S. EPA Requirement: 885.4340 

TEST MATERIAL (PURITY): Bacillus subtilis D747 
Potency: 1 X 1011 cfu/mL 

SYNONYMS: NIA 

CITATION: Commission of the Japan Plant Protection Association. 2003. Bacillus subtilis var. 
amyloliquefaciens Strain D747 Non~ target insect testing. Full study- unpublished. 
Study completed September2, 2003. MRID 28165716. 

SPONSOR: NIA~ Submitted by Certis USA, LLC, 9145 Guilford RD, Suite 175, Columbia, MD 
21046. Testing site is given as: Japan Plant Protection Association Research Institute, 
535 Kessoku-cho, Ushiku-shi, Ibaraki. 

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality statements 
were provided. Since Certis is not the sponsor of the study and did not conduct 
it, Certis does not know whether the study was conducted under GLP. This DER 
does not contain CBI. 

EXECUTIVE SUMMARY: 

Fifty immature Phytoseiulus persimilis were exposed for six days to Bacillus subtilis D747 at I OX the 
expected environmental exposure. Exposure occurred through treated food and substrate. The mites were 
observed for survival and reproduction. · 

This study showed no effects on Phytoseiulus persimu!us; however, untreated prey was provided after the 
initial exposure and food consumption was not measured. Positive controls were also not included. 
Therefore, it is not possible to determine the exposure period or confirm exposure. Assuming the insects 
were sufficiently exposed, the LD50 is >5.0 x 108 cfu/mL Bacillus subtilis D747, and the NOEC for 
reproduction is 5.0 xl08 cfulmL. 

The study has the following deficiencies: unknown GLP status, study duration was too short, exposure 
was not at the maximum hazard rate, exposure duration was not specified and exposure was not 
confirmed. 

CLASSIFICATION: UNACCEPTABLE 

I. MATERIALS AND METHODS: 

A. GUIDELINE FOLLOWED: Not identified. 
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B. MATERIALS: 

1. Test Material: Bacillus subtilis D747 

Description: Not given 

Lot/Batch#: Lot no. K3EOO l 

Purity: l x 1011 cfu/mL 

Storage conditions: Not described. 

2. Test Organism: 

Species (common and scientific names): Predatory mite, Phytoseiulus persimilis 

Age at test initiation: 1~2 days post hatching 

Source: Parents of test animals were purchased from Arysta Lifescience Corporation (product 
name "SpidEX'') 

Rationale: This species is a predatory mite, which is a preferred test animal according to the 
OPPTS (OSCPP) guideline for nontarget insect testing with MPCAs. 

C. STUDY DESIGN AND METHODS: 

Fifty immature Phytoseiulus persimilis were exposed for six days to Bacillus subtilis D747 at 
lOX the expected environmental exposure. Exposure occurred through treated food and 
substrate. The mites were observed for survival and reproduction. 

1. Experimental Methods and Conditions: 

Acclimation: Not described. 

Test chamber- description and size: Plastic petri dish (9 em diameter, 2 em depth) containing 
a sponge soaked in water covered by a bed of tissue. 

Amount of soil per test chamber: No soil used. Substrate was a sponge soaked in water, 
covered with tissue; bean leaves. 

Route(s) of exposure: Diet and substrate were sprayed with 2 mL of test solution. 

Dose levels I test concentrations: (nominal) 5.0 x 108 cfulmL-lOX the EEC according to the 
author. According to the proposed labels, however, this concentration is 5X the concentration of 
the spray that would be applied when the highest use rate is used (3 lbs/acre in I 00 gallons of 
water). 

Preparation of doses or test concentrations: The test substance was diluted 200X with distilled 
water. 
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Solvent/vehicle: None 

Confirmation of:MPCA viability: Not done. 

Positive control I reference material: None 

Other controls: Negative control (distilled water) 

Number of test organisms per chamber: 
Control(s)o 10 
Treatments: I 0 

Number of replicates (chambers) per treatment: 
Control(s); 5 
Treatments: 5 

Recovery of:MPCA from test organisms: Not done. 

Feeding: Tetranychus urticae were provided as needed. 

Test conditions: 

Temperature: 25 °C 
Humidity: Not described 
Lighting: l6L:8D photoperiod 

Duration of the study: 6 days. 

2. Obsenrations: 

Parameters measured including sublethal effects/toxicity symptoms: cumulative mortality 
and egg production 

Obsenration/measurement intervals: Daily 

Testing for infectivity: None. 

Were raw data included? Raw data were included for mortality. Raw data were not included 
for effects on egg production. 

Other observations, if any: N/A 

II. RESULTS: 

A. VIABILITY OF DOSING SUSPENSIONS: Not done. 

B. MORTALITY: No mortality was observed in the B. subtilis D747 test group or in the control 
group after four days. All mites matured to adulthood. The LD50 was empirically determined to 
be >5 .0 x I 08 cfu/mL. 
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B. SUB-LETHAL TOXICITY EFFECTS: Raw data were not included for effects on egg 
production. In the B. subtilis treatment group, 13 females were paired with 8 males, and after two 
days the number of eggs per female per day was determined to be 2.31. For the controls, I 0 
females were paired with 10 males, and these females each produced an average of2.65 eggs per 
day. Statistical analyses were not described, and raw data were not included to determine if the 
difference is significant. 

C. REPORTED STATISTICS: The LD50 was empirically determined to be >5.0 x 108 cfulmL and 
NOEC determined to be 5.0 x I 08 cfulmL. 

III. CONCLUSION: 

A. REVIEWER'S CONCLUSIONS: This study shows that Phytoseiulus persimulus is not 
affected at the exposure tested. Since untreated prey was provided after the initial exposure, and 
because food consumption was not measured, it is not possible to determine the exposure period 
or confirm exposure. The study duration is also too short based on the OCSPP guideline. Based 
on this study, the LD50 is >5.0 x 108 cfulmLBacillus subtilis D747, and the NOEC for 
reproduction is 5.0 xi 08 cfu!mL. This exposure is 5X the expected concentration of the spray 
used at maximum application rate. 

This study is classified as unacceptable because of the deficiencies below. The test is of 
insufficient duration to determine a valid LDSO. Furthermore, as the test was not conducted at 
maximum hazard dose, there is additional uncertainty regarding the NOEC. 

B. STUDY DEFICIENCIES: 

The study has the following deficiencies: 
• Unknown GLP status 
• Study duration of only six days (without reaching 20% mortality in controls) 
• The exposure tested was not at the maximum hazard rate 
• Exposure duration was not specified. 
• A positive control or food consumption data are needed to confirm exposure to the test 

material 
• Raw data were not included to verify results with statistical analysis, though in this case it 

is a minor deficiency. 
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REQUIREMENT' PMRA Data Code: M9.5.1~Terrestrial arthropods 
U.S. EPA Requirement: 885.4380 
OECD Data Code: IIM 8.7, IIIM 10.3 

TEST MATERIAL (PURITY): Bacillus subtilis D747, lx 1011 cfu/mL 

SYNONYMS: Bacillus amyloliquefaciens 

CITATION: Life Science Research Institute. 2003. Bacillus sUbtilis var. amyloliquefaciens strain 
D747: An acute dietary pathogenicity and toxicity study with the honey bee (Apis 
mellifera). Life Science Research Institute, Kumiai Chemical Industry Co., Ltd., 
Shizuoka, Japan. Study completed September 2, 2003. MRID 48165717. 

SPONSOR: Not given. Submitted by Certis U.S.A., L.L.C., 9145 Guilford Road, Suite 175, 
Columbia, Maryland 21046 

COMPLIANCE' Signed and dated GLP, Quality Assurance, and Data Confidentiality statements 
were provided. Certis states that it did not sponsor of the study and did not 
conduct it, and does not know whether it was conducted in accordance with 40 
CFR Part 160. This DERdoes not contain CBL 

EXECUTIVE SUMMARY' 

Ten test insects were exposed to Bacillus subtilis D747 at a concentration of 1 x 109 cfu/mL (in 50% 
sucrose solution) for 48 hours. The diet after 48 hours was changed to 50% sucrose solution, and then the 
bees were observed for mortality for an additional20 days. 

The study report contains few details about the conduct of the experiment, and the study contains several 
deficiencies that render it not useful for ecological risk assessment. Deficiencies of the study include: 
unknown GLP status, positive controls were not used and/or food consumption was not measured to 
confirm exposure, test material was not characterized and viability was not confirmed, feeding and other 
conditions of the experiment were not well described, no effort was made to reisolate the test material 

· from the bees, and data were not provided for the entire observation period. 

CLASSIFICATION' SUPPLEMENTAL 

I. MATERIALS AND METHODS' 

A. GUIDELINE FOLLOWED: The authors state that the study was carried out in compliance 
with "Guidelines on Study Reports on Microbial Pesticides for their Safety Evaluation and for 
Application of Registration. 9 Nousan No. 5090, notified by the Director General of the 
Agricultural Production Bureau, Ministry of Agriculture, Forestry and Fisheries, August 29, 
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1997." BPPD was able to locate only a draft copy of the updated version of these guidelines, and 
the draft did not include the sections on nontarget testing. 

B. MATERIALS: 

1. Test Material: Bacillus subtilis D747 

Description: Not given 

Lot!Batch #: genu 03 0716 

Purity: 1 x 1011 cfu/mL 

Storage conditions: Not described. 

2. Test Organism: 

Species (common and scientific names): Honey bee (Apis mellifera). 

Age at test initiation: Worker drones, 3-7 days post emergence 

Source: Not given. 

Date of collection: Not given. 

Rationale: This is the species of bee specified by the OSCPP (OPPTS) guideline. 

C. STUDY DESIGN AND METHODS: 

Ten test insects were exposed to Bacillus subtilis D747 at a concentration of 1 x 109 cfu/mL (in 
50% sucrose solution) for 48 hours. Diet after 48 hours was switched to 50% sucrose solution, 
and then observed for mortality for an additional20 days. 

1. Experimental Methods and Conditions: 

Acclimation: Not described. 

Test chamber- description and size: Petri dish (9 em diameter x 7.5 em height) 

Route(s) of exposure: Oral (diet) 

Dose levels I test concentrations: 

Nominal: 1 x 109 cfu/mL 
Measured: Not done. 

Preparation of dose or test concentration: The bulk test substance was diluted with 50% 
sucrose solution to the specified concentration (I x 109 cfulmL). 
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Solvent/vehicle: N/ A 

Confirmation ofMPCA viability: Not done. 

Positive control I reference material: Not used. 

Other controls: Negative control. 

Number of bees per chamber: 

Control(s): 10 
Treatment(s): 10 

Number of replicates (chambers) per treatment: 

Control(s): 8 
Treatment(s): 8 

Recovery ofMPCA from bees: Not done. 

Feeding: Bees were given 50% sucrose throughout the experiment. The interval at which they 
were fed is not described, but the amount provided was described as "sufficient." 

Test conditions: 
Temperature: 20°C 
Humidity: Not described 
Lighting: Maintained in the dark 

Duration of the study: 20 days. After 20 days mortality in the control group was >20%. 

Other methods or conditions, if any: No other methods described. 

2.· Observations: 

Parameters measured including sublethal effects/toxicity symptoms: Mortality 

Observation/measurement intervals: Daily 

Testing for infectivity: Not done. 

Were raw data included? Some raw data were provided. 

Other observations, if any: None. 

II. RESULTS: 

A. VIABILITY OF DOSING SUSPENSIONS: Not done. 

/3 
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B. MORTALITY: After 17 days, cumulative mortality in the groups fed Bacillus subtilis D747 
was 16.3%, whereas mortality in the control groups was 10.0% (Table 1). Using Abbott's 
correction for control mortality, the corrected mortality on Day 17 is 6.9% for the group exposed 
to Bacillus subtilis D747. Data collected on other days were not provided. The authors 
concluded that the test substance had low toxicity to adult European honey bees. 

TABLE 1. Effect of Bacillus subtilis D747 on cumulative mortality of honey bees (Apis mellifera) in an 
oral (dietary) test 

Treatments No. No. -Dead Bees (% Mort:liity) at Specified Days After Initial Exposure 
(nominal) 'of 

Bees 1 2 3 4 5 7 10 14 17 

Negative control 80 1 (1.3) 1 (1.3) 4 (5.0) 4 (5.0) 4 (5.0) 5 (6.3) 5 (6.3) 5 (6.3) 8 (10.0) 

B. sub tills 1 x l 09 cfu/mL 80 0 (0.0) 3 (3.8) 5 (6.3) 5 (6.3) 5 (6.3) 11 11 11 13 
(13.8) (13.8) (13.8) (16.3) 

B. SUB-LETHAL TOXICITY EFFECTS: Not obsecved. 

C. REPORTED STATISTICS: None reported. 

D. VERIFICATION OF STATISTICAL RESULTS BY THE REVIEWER: Based on the data 
collected to Day 17, the LDso could be empirically determined to be > 1 x 1 09 cfufmL. 

III. CONCLUSION: 

A. REVIEWER'S CONCLUSIONS: The study report contains few details about the conduct of 
the experiment, and the study contains several deficiencies that render it not useful for ecological 
risk assessment. Deficiencies are listed below. 

This study is classified as supplemental. 

B. STUDY DEFICIENCIES: The study has the following deficiencies: 

• The GLP status of the study is not known. 
• Positive controls were not used to show that the bees were adequately exposed. 
• The test material is not characterized and viability was not confirmed. 
• Feeding and other conditions of the experiment were not well described. 
• No effort was made to isolate the test material from bees that died. 
• Data were not provided for the entire observation period. 

21 

37 
(46.3) 

39 
(48.8) 

369



Terrestrial Arthropods (Crysoperla canzea)- Bacillus subtilis var. amyloliquefaciens D747 
Study Review 11 
Sub. No. 978171/ Company code 70051/ MRID 28165716 
TECHNICAL I PC Code 016482 

:--pri;;~ry-R~~ic-e_w_e_r_: '! -;oS-hanno_n_B-or-g-~~--- ------ ----,-:D:::a-t:-e---c'f,;:-tL-~-'cl----- -; 

!-------------- r! "B-,-io"'lo--,g-ci--,st-=, B-:C:'P'OPD;0----'="'"-----------1 • --~-fL---·-·-] 

~-S~~~;d~ry Reviewer: i Gail Tomimatsu !?A:': ----- Date_:_~_ ~o7~-----=---~-~ 
L------·--~---- __j Plant Pathologist,~-------- --~____j 

REQUIREMENT: U.S. EPA Requirement: 885.4340 

TEST MATERIAL (PURITY): Bacillus subtilis D747 
Potency: 1 x 1011 cfu/mL 

SYNONYMS: N/A 

CITATION: Commission of the Japan Plant Protection Association. 2003. Bacillus suhti!is var. 
amyloliquejaciens Strain D747 Non-target insect testing. Full study- unpublished. 
Study completed September 2, 2003. MRID 28165716. 

SPONSOR: N/A- Submitted by Certis USA, LLC, 9145 Guilford RD, Suite 175, Columbia, MD 
21046. Testing site is given as: Japan Plant Protection Association Research Institute, 
53 5 Kessoku-cho, U shiku-shi, Ibaraki. 

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality statements 
were provided. Since Certis is not the sponsor of the study and did not conduct 
it, Certis does not know whether the study was conducted under GLP. This DER 
does not contain CBI. 

EXECUTIVE SUMMARY: 

Thirty immature Crysoperla carnea were exposed to Bacillus subtilis D747 at 5X the expected 
environmental exposure and observed for 52 days. Exposure occurred through treated food. The insects 
·were observed for survival, egg production, and egg hatching. 

Crysoperla camea was not significantly affected at the exposure level and duration tested. Feeding rate 
could not be properly evaluated because raw data were not provided to determine if the difference in feed 
consumption was significant, but lacewings exposed to the B. subtilis D747 consumed 25% less food than 
controls. This may have affected their exposure to the test substance, and indicates a potential effect of 
the presence of B. suhtilis D747 in the diet. There were no apparent effects on egg production, but 
whether the effect on egg hatching is significant is unknown. Based on this study, the LD50 is >5.0 x 108 

cfu/mL Bacillus subtilis D747. It is not clear if the data establish a NOEC for sublethal effects. 

Deficiencies include unknown GLP status and study quality controls, testing was not performed at the 
maximum hazard dose based on the proposed label, and sufficient information was not provided to verify 
data analysis for food consumption and egg hatching. 

CLASSIFICATION: UNACCEPTABLE 
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I. MATERIALS AND METHODS: 

A. GUIDELINE FOLLOWED: Not identified. 

B. MATERIALS: 

1. Test Material: Bacillus subtilis D747 

Description: Not given 

Lot/Batch#: Lot no. K3EOO 1 

Purity: I x 1011 cfu/mL 

Storage conditions: Not described. 

2. Test Organism: 

Species (common and scientific names): Green lacewing, Crysoperla carnea 

Age at test initiation: 2nd instar larvae 

Source: Successively bred from insects received from Arysta Lifescience Corporation 

Rationale: This species is recommended in the OPPTS (OSCPP) guideline for nontarget insect 
testing with MPCAs. 

C. STUDY DESIGN AND METHODS: 

Thirty immature Crysoperla carnea were exposed to Bacillus subtilis 0747 at lOX the expected 
environmental exposure and observed for 52 days. Exposure occurred through treated food. The 
insects were observed for survival, egg production, and egg hatching. 

1. Experimental Methods and Conditions: 

Acclimation: Not described. 

Test chamber- description and size: A rectangular acrylic plate (31 em x 37 em x 5 mm) with 
30 holes (5 em diameter) drilled in it was placed on top of a glass plate of the same size and fixed 
in place with acrylic rings. The rings were treated with talc to prevent the insects from climbing 
up the rings. 

Amount of soil per test chamber: N/A 

Route(s) of exposure: Diet. 

Dose levels I test cc,mcentrations: (nominal) 5.0 x 108 cfu/mL- 1 OX the EEC according to the 
author. According to the proposed labels, however, this concentration is SX the concentration of 
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the spray that would be applied when the highest use rate is used (3 lbs/acre in I 00 gallons of 
water). 

Preparation of doses or test concentrations: Powder of juvenile male insects (species not 
identified) was mixed in a I :2 weight ratio with distilled water for use as the feed for the 
experiment. 20 mg of the test substance was mixed into 4 mL of feed and diluted 200 times. 

Solvent/vehicle: None 

Confirmation of MPCA viability: Dead insects were recovered, and each insect was mixed 
with 200 microliters of distilled water and ground. 100 microliters of suspension was then 
cultured on a nutrient broth (2% agar added as plate culture), and incubated for 2 days at 25°C. 
The number of colony-forming units of the genus Bacillus observed was then recorded. 

Positive control/ reference material: None 

Other controls: Negative control (same prepared feed without test material) 

Number of test organisms per chamber: 
Control(s): I 
Treatments: I 

Number of replicates (chambers) per treatment: 
Control(s): 30 
Treatments: 30 

Recovery ofMPCA from test organisms: Not done. 

Feeding: Insects were fed v.rith the prepared feed for five days. Afterward, eggs of Tribolium 
castaneum were provided. 

Test conditions: 

Temperature: 25 °C 
Humidity: Not described 
Lighting: 16L:8D photoperiod 

Duration of the study: 52 days. 

2. Observations: 

Parameters measured including sublethal effects/toxicity symptoms: 

Observation/measurement intervals: Every 2-3 days for survival; 3-4 days for egg production 

Testing for infectivity: None. 

Were raw data included? Yes, for cumulative mortality and egg production. Other raw data 
were not included. 
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II. RESULTS: 

A. VIABILITY OF DOSING SUSPENSIONS: Not done. 

B. MORTALITY: In the control and treated groups, there were only insect deaths recorded on the 
4th and 15th day following administration (one on each date), so the corrected death ratio on the 
15th day following administration was 0.9% (Abbot's correction was used- uncorrected mortality 
in the control and treated groups was 6.9% and 7.7%, respectively). Abnormal behavior was not 
observed in the surviving insects. Colony screening from the dead insects resulted in only 2 and 
4 Bacillus colonies per individual from the treated and control groups, respectively. 

Dietary intake until the 5~' day was 1.12 mg/insect in the control group and was 0.830 mg/insect 
in the treated group. Raw data were riot provided, but the author states that the variability was 
high and that the two groups were not distinct 

B. SUB-LETHAL TOXICITY EFFECTS: There was little difference observed in the number of 
eggs produced from test insects that had reached adulthood. From the observations, l 08.0 eggs 
were produced per female in the control group and l 05.1 eggs were produced per female in the 
test substance treated group. The eclosion rate was 92.9% in the untreated group and 80.8% in 
the treated group. Raw data were not provided for eclosion rate, and a statistical analysis could 
not be performed to determine whether this was significantly different 

C. REPORTED STATISTICS: The LD50 was empirically determined to be >5.0 x 108 cfu/mL and 
NOEC determined to be 5.0 x 108 cfu/mL. 

III. CONCLUSION: 

A. REVIEWER'S CONCLUSIONS: This study shows that survival of Crysoperla carnea was not 
significantly affected at the exposure level and duration tested. Feeding rate could not be 
properly ev.a.luated because raw data were not provided to determine if the difference in feed 
consumption was significant. Although the authors state that it is not, lacewings exposed to the 
B. subtilis D747 consumed 25% less food than controls. Inclusion of a positive control would 
have been helpful in showing that the insects were adequately exposed. This may have affected 
their exposure to the test substance, and indicates a potential effect of the presence of B. subtilis 
D747 in the diet There were no apparent effects on egg production, but whether the effect on 
egg hatching is significant is unknown. Based on this study, the LD50 is >5.0 x 108 cfu/mL 
Bacillus subtilis 0747. It is not clear if the data establish a NOEC for sublethal effects. 

This study is classified as unacceptable because of the deficiencies below. There is some 
uncertainty related to the establishment of the LD50 because it is unclear whether the food 
consumption may have been reduced, thus reducing exposure. The study is not upgradeable. 

B. STUDY DEFICIENCIES: 

The study has the following deficiencies: 
• Unknown GLP status 
• The exposure tested was not at the maximum hazard rate 
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• A positive control is not necessary, but would have confirmed exposure to the test 
material 

• Raw data were not included to verifY results with statistical analysis 
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Avian Oral- Bacillus subtilis var. amyloliquefaciens strain D747- Review of Guideline 
Study 11 
MRID 48165712/ Company code 70051, Certis USA, LLC 
MPCA I PC Code 016482 

EPA Primary Reviewer: 

Shannon Borges, Biologist 
Microbial Pesticides Branch 
Bio esticides and Pollution Prevention Division, EPA 

EPA Secondary Reviewer: 

REQUIREMENT: 

ail Tomimatsu, Plant Pathologist 
Microbial Pesiicides Branch 
Biopesticides and Pollution Prevention Division, EPA 

PMRA Data Code: M9.2.1-Avian Oral 
U.S. EPA Requirement: 885.4050 
OECD Data Code: JIM 8.1, 111M I 0.1 
Japan MAFF, 11 NohSan Notification No. 6283, Agricultural Production Bureau, 

1999 

TEST MATERIAL (PURITY): Bacillus subtilis CX-9025 (technical product), which contains B. 
subtilis amyloliquefaciens D747, nominal potency 2.0 X 1011 

spores/g, lot number 0104-18-1. A certificate of analysis was 
included. 

SYNONYMS: N/A 

CITATION: Hubbard, P.R., and J. B. Beavers. 2010. Bacillus subtilis CX-9025: An acute oral 
toxicity study with the Northern bobwhite. Wildlife International, Ltd. Project no: 671-
102. DatecompletedJune23,2010. MRID48165712. 

SPONSOR: Certis, U.S.A., L.L.C. 9145 Guilford Road, Suite 175, Columbia, MD 21046. 

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality statements were 
provided. The study was conducted in compliance with GLP guidelines with the following exceptions as noted by 
the authors: I) the test subs4Ulce characterization and the stability of the test substance under storage conditions at 
the test site were not determined according to GLP standards, 2) the stability, homogeneity and verification of the 
lest substance concentration in the dosing solution were not determined in accordance with GLP standards, and 3) 
periodic analyses of feed and water for potential contaminants were not conducted according to GLP standards, but 
were performed using a certified laboratory and standard USEPA analytical methods. These deviations are not 
expected to affect the quality of the study. This DER does not contain CBL 

EXECUTIVE SUMMARY: 

The acute oral toxicity of Northern bobwhite (approximately 24 weeks of age) was determined to be 
>2250 mg/kg-bw (>4.5 X 1011 Spores/kg-bw). This is equivalent to approximately >8.9 X 109 spores per 
bird based on the average body weight at dosing. No significant differences in body weight or food 
consumption were observed. No mortalities, abnormal behavior or signs of toxicity were observed. 

This study is an acute oral toxicity study, and not an avian oral toxicity/pathogenicity study as required by 
the data requirements for microbial pesticides. This study is thus rated supplemental and does not fulfill 
the data requirement. 
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CLASSIFICATION: SUPPLEMENTAL. The study is Unacceptable for regulatory risk assessment 
of microbial pesticides. 

I. MATERIALS AND METHODS: 

A. GUIDELINE FOLLOWED: OCSPP (OPPTS) 850.2100 

B. MATERIALS: 

1. Test Material: Bacillus subtilis CX-9025 (technical product), containing B. subtilis 
amyloliquefaciens D747 

Description: Solid (powder), tan color 

Lot/Batch #: 0 I 04-18-1 

Purity: Nominal potency 2 x 10 11 spores/g 

Storage conditions: Held under ambient conditions in locked storage 

2. Test Organism: 

Species (common and scientific names): Northern bobwhite (Colinus virginianus) 

Age at study initiation: Approximately 24 weeks at test initiation. This is consistent with 
OCSPP 850.2100, but according to OCSPP 885.4050, birds should be 14 to 24 days old attesting 

Sex: Males and females 

Weight at study initiation: 183 - 225 grams. 

Source: Buckeye Game Birds, Defiance, OH. 

Rationale: The Northern bobwhite is a recommended species for this study. 

C. STUDY DESIGN AND METHODS: 

A limit dose study was conducted according to the OCSPP 850.2100 guideline for acute oral 
avian toxicity testing. Birds were assigned to one test group or one control group, and each 
treatment contained five males and five females. Birds were acclimated to the test pens for 
approximately four weeks prior to the initiation of the test. Birds were given one dose of either 0 
or 2250 mg Bacillus subtilis CX-9025 and observed for 14 days. Birds were observed daily for 
mortality, signs of toxicity, or normal behavior. Body weight and feed consumption 
measurements were taken on Days 3, 7, and 14. Necropsies were not performed. 

1. Experimental Methods and Conditions: 

Acclimation: 

Period: Approximately 4 weeks 
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Conditions: Same conditions as test 
Feeding: Ad libitum, except that birds were fasted for approximately 18.5 hours prior to dosing 
Water: Ad libitum 
Health: Birds exhibiting abnormal behavior or injury were not included i:O the study 

Pen size and construction materials: 

Test birds were housed indoors by dosage group in batteries of pens manufactured by GQF 
Manufacturing Co. (Model No. 0010). Each pen's floor space measured approximately 78 x 51 
em. Floors were sloped so that ceiling height ranged from approximately 20 to 25 em. External 
walls, ceilings and floors were constructed of wire mesh while side walls were galvanized 
sheeting. 

Method of administration: 

A sing!~ dose of the test substance in the diluents (reverse osmosis water) was given via oral 
intubation directly into the crop or proventriculus using a stainless steel 14 gauge cannula. 

Dose levels: 

Nominal: 0, 2250 mg/kg~bw (0 sporeslkg~bw, 4.5 X 10 11 cfu/kg-bw) 
Measured: N/A 

Dose preparation: 

The test substance was dispersed in reverse osmosis water. The concentration was adjusted to 
provide a constant volume to body weight dosage for all treatment birds. 

Solvent/vehicle: 

Reverse osmosis water 

Confirmation of MPCA viability: 

Viability was not confirmed, but a certificate of analysis dated 13 days prior to the day of dosing 
was provided, which confirmed the potency. 

Number of feed withholding days before dosing: 

18.5 hours 

Positive control I reference material: 

None. 

Other controls: 

Negative control (0 mglkg-bw) 

Number of birds per group/treatment: 
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For negative control: 10 birds 
For treated birds: 10 birds 

Recovery of :MPCA from tissues: 

Not performed (According to OCSPP 885. 4050, attempts should be made to reM isolate the :MPCA 
from examined tissues at necropsy) 

Feeding: 

All birds were fed game bird ration formulated to Wildlife International, Ltd.'s specifications by 
Cargill Animal Nutrition Company, Shippensbird, PA. Appendix II of the report provides an 
analysis of the feed provided. 

Test conditions: 

Temperature: 24.6 ± 0.7°C 
Ventilation: Not described 
Relative humidity: 57± 6% 
Lighting: 123 lux 
Photoperiod: 8 hours light: 16 hours dark 

Duration of study: 

14 days 

Other methods or conditions, if any: None. 

2. Observations: 

Parameters measured including sublethal effects/toxicity symptoms: 

Behavior, signs of toxicity, body weight, food consumption. 

Observation/measurement intervals: 

Days 3, 7, and 14. 

Indicate if the test material was regurgitated: 

None was recorded. 

Testing for infectivity: 

Not performed. 

Necropsy: 

Not performed. 
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Were raw data included? 

Yes. 

Other observations, if any: None. 

II. RESULTS: 

A. VIABILITY OF DOSING SUSPENSIONS: Not done. 

B. MORTALITY: There were no mortalities in the control or test group. Based on these results, 
the LD50 was determined to be >2250 mg/kg-bw. 

C. SUBLETHAL TOXICITY ENDPOINTS: When compared to the control group, there were no 
apparent treatment related effects on mean body weight, mean body weight change or feed 
consumption among males of females in the 2250 mglkg-bw test group at any measurement 
interval. Tables land 3 provide additional details. 

TABLE 1. Mean body weights of Northern bobwhite exposed to B. subtilis CX-9025 in an acute oral 
r · ct d 1m1t ose stu 

Mean bod weights (g) 

Experimental Sex DayO Change Day3 Change Day7 Change Day Total 
I group 14 Change 

M 
Mean 197 9 206 -4 202 7 209 12 

0 mg/kg-bw SD 16 2 18 3 16 4 18 4 
(control) 

F 
Mean 200 7 207 -2 205 5 210 10 

SD 9 2 9 2 9 2 11 4 

M 
Mean 197 7 204 -4 200 7 207 10 

2250 mg/kg- SD 13 2 13 2 12 1 12 3 
bw 

F 
Mean 200 6 206 -6 201 7 208 8 

SD 14 2 14 3 16 2 16 3 
Standard deV!llt!On. 

TABLE 2. Feed consumption by Northern bobwhite exposed to B. subtilis CX-9025 in an acute oral 
r · d d lffilt ose study. 

Estimated Mean Feed Consumotion Grams/Bird/Dav 
Experimental Sex Days 0-3 Days 4-7 Days 8-14 

' "'OUP 
0 mg/kg-bw M 24 22 21 
(control) F 31 30 25 

2250 mg!kg-bw 
M 20 18 20 
F 16 17 17 

D. REPORTED STATISTICS: The LD50 was determined empirically to be >2250 mg!kg-bw B. 
subtilis CX-9025. 

E. VERIFICATION OF STATISTICAL RESULTS BY THE REVIEWER: 
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N/A 

IlL CONCLUSION: 

A. REVIEWER'S CONCLUSIONS: The reviewer agrees with the conclusions of the study. 
However, this is an acute_ oral avian toxicity study, whereas an avian oral toxicity/pathogenicity 
study is required by the microbial pesticides data requirements. This study is not sufficient to 
satisfy that data requirement, and the study is classified as supplemental. 

B. DEFICIENCIES: As noted above, the study was not sufficient to determine pathogenicity. 
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Pelagic Aquatic Arthropods (Daphnia magna), Bacillus subtilis var. amyloliquefaciens 
strain D747- Study Review 11 
Certis USA, LLC I Company Code 700511 MRID 48165714 
TECHNICAL I PC Code 016482 

Primary Reviewer: _:c:Sh:::•::n:::n::eo::n"B:::o:;rg,e:::s,'-'B"-i:::o:::lo'-'g"'is:::t,"B"P"P"D::_~-l'~"--- Date: Ql \ OC\ \\\ 

Secondary Reviewer: Gail Tomimatsu, Plant Pathologist, BPPD ~ Dateo >f/'7oflt 

PMRA Data Code; M9.5.2~Aquatic arthropods 
U.S. EPA Requirement: 885.4240,885.4280 
OECD Data Code: liM 8.3, IIIM 10.2 
Japan MAFF Guidelines for Safety Assessments ofMicrobial Pesticides, 1996 

TEST MATERIAL (PURITY): Bacillus subti!is D747, nominal purity 5.0 x 1010 cfulmL, batch 
number KS03L008D. 

SYNONYMS: Bacillus amyloliquejaciens 

CITATION: Cockroft, R. 2004. Prolonged toxicity of microbial pesticides to Daphnia magna. 
Huntingdon Life Sciences, Ltd., UK. Date completed April 5, 2004. Unpublished. 
MRID 48!65714. 

SPONSOR: Certis, U.S.A., L.L.C. 9145 Guilford Road, Suite 175, Columbia, MD 21046. 

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality statements 
were provided. The study was conducted in compliance with GLP guidelines. 
This DER does not contain CBL 

EXECUTIVE SUMMARY: 

In a 21-day toxicity/pathogenicity study, Daphnia magna were exposed to Bacillus subtilis D747 under 
static-renewal conditions. For reproduction and body length, the total number of young for each 
replicate surviving to the end of the study was calculated. A Williams' test for monotonic trend 
was used to determine significance. The EC1o, EC20 and ECso estimates were determined by 
non-linear regression using nominal concentrations. 

The estimated ECso based on mortality was 3.70 x 1010 cfu!L based on the lack of significant 
mortality in any of the test groufs. The ECso for mean yom1g per adult and adult body length 
was determined to be 5.62 x 10 cfu/L. First brood times were significantly delayed in groups 
exposed at 8.52 x 108 cfu/L and above. 

This study is classified as acceptable and satisfies the requirement for freshwater invertebrate 
testing. 

CLASSIFICATION:ACCEPTABLE 
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I. MATERIALS A.JW METHODS: 

A. GUIDELINE FOLLOWED: OPPTS (OCSPP) 885.4240 

B. MATERIALS: 

1. Test Material: Bacillus subtilis D747 

Description: Light brown liquid 

Lot/Batch#: Batch# KS03L008D 

Purity: Nominal potency 5.0 x 1010 cfu!mL 

Storage conditions: Stored in darkness at approximately 4°C. Viability was confirmed 
weekly during the study. 

2. Test Organism: 

Species (common and scientific names): Daphnia magna, water flea 

Age at test initiation (mean and range): <24 hours 

Sex: Not specified 

Source: Cultured in-house; originally obtained from the Institute National de Recherche 
Chimique Applique, France. 

Rationale: None specified. Daphnia are typical test subjects for toxicity/pathogenicity testing, 
are susceptible to effects oftoxic and pathogenic materials, and are representative of animals 
living in the water column that may be exposed. 

C. STUDY DESIGN AND METHODS: 

Groups of20 individually housed Daphnia magna were exposed for 21 days under semi~static 
conditions, to five concentrations of Bacillus subtilis D747 dispersed in Elendt M4 culture 
medium. The nominal test concentrations, selected following ~reliminary rancre fmding 
experiments, were 2.84 x 108

, 8.52 x 108,2.56 x 109
, 7.67 x 10 , and 2.3 x 1018' cfu/L, equivalent 

to 1.23, 3.70, 11.1, 33.3, and I OOX the predicted environmental concentration (PEC). Twenty 
control organisms were also tested, housed in Elendt M4 medium without the addition of the 
Bacillus subtilis D7 4 7. The Daphnia were assessed for adult mortality and the effect of Bacillus 
subtilis D747 on reproduction. 

Daily records were maintained for mortality and the general condition of the parental generation. 
Numbers of live and dead neonates and aborted eggs were recorded daily. Daphnia were fed daily 
with the unicellular green alga, Chiarella vulgaris. Test solutions were renewed three times each 
week and environmental data (pH, dissolved oxygen and temperature) were recorded for fresh 
and expired solutions on each occasion. 
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1. Experimental Methods and Conditions: 

Acclimation: Cultures were maintained in-house and glass vessels containing approximately 500 
-800 mL ofElendt M4 culture medium with 16:81ight:dark cycle at 19 to 20 oc. The day before 
the start of the study, all juvenile Daplmia were removed from the laboratory cultures. The day 
of the start of the study, juveniles produced by the gravid adult Daphnia were removed from the 
culture vessels and held in a separate holding vessel. These animals were used to initiate the 
study. Conditions were similar to those of the study; however, because the animals were young, 
there was no need for an established acclimation period. 

Test vessel: Test vessels were 60 mL capacity glass jars. These were loosely covered to prevent 
evaporation. Daphnia were housed individually in each jar, and each jar contained 50 mL of 
prepared test medium, or diluents medium only. This gave a loading of 50 mL test solution per 
organism. 

Test system: 

Static renewal. Medium and test material (prepared fresh) was renewed on days 3, 5, 7, 10, 12, 
14, 17, and 19. 

Source of dilution water: 

The test organisms were maintained and the tests conducted in a reconstituted medium Elendt 
M4. The medium was prepared using analytical grade reagents and reverse osmosis-deionized 
water. The hardness of the medium ranged from 227 to 263 mg CaC03/L, and alkalinity from 
42.0 to 56.5 mg!L. The total chlorine of this medium ranged from 0.00 to 0.05, and free chlorine 
ranged from 0.00 to 0.02 mg!L. The pH of the medium ranged from 7.6 to 8.1 throughout the 
study. 

Water parameters: 

Dissolved oxygen: 7.2 mg OiL 
pH: 7.9 
Temperature: 18- 22°C 
Hardness: 227 to 263 mg CaCO:IL 
Particulate matter: Not described 
Total organic carbon (TOC) or chemical oxygen demand (COD) 
Metals: Not described 
Pesticides: Not described 
Chlorine: total chlorine of this medium ranged from 0.00 to 0.05, and free chlorine ranged from 
0.00 to 0.02 mg!L 

Water quality measurements were made three times each week. 

Aeration: No aeration of test vessels. 

Route(s) of exposure: 

Daphnia were. exposed to the Bacillus subtilis D747 in the water column. 
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Test concentrations: 

Nominal: 2.84 x 108
, 8.52 x 108

, 2.56 x I 09
, 7.67 x 109

, and 2.3 x I 010 cfu!L, equivalent to 1.23, 
3.70, 11.1, 33.3, and lOOX the predicted environmental concentration (PEC). A control with 0 
cfu!L was also tested. 

Measured: Not calculated for study, ranged from 8- I 07% of the nominal potency, and were 
typically about 90% ofthe nominal potency. 

The guideline recommends testing at least 106 cfufmL or lOOOX the maximum concentration in a 
6-in layer of water, assuming direct application. According to the proposed label, a maximum of 
three gallons of product (CX-9032) can be applied aerially per acre. The product label states that 
a minimum of l x 1010 cfufmL is present in the product. Direct application to an acre of water, 6-
in (15 em) deep results in a maximum concentration of6.2 x 104 cfu/mL, and the maximum 
hazard dose based on this concentration would be 6.2 x 107 cfufmL (6.2 x 1010 cfu/L), 

These concentrations were established in a 13-day range-finding study in which 0, 2.30 x 108
, 

2.30 x 109
, 2.30 x l 010

, 2.30 x l 011 cfu!L were tested. The results of this study indicated that the 
reproductive EC50 was likely to lie between 1 OX and 1 OOX PEC, with l 00% mortality at l 000 X 
PEC. 

Preparation of test concentrations: 

The test substance was disftersed in Elendt M4 to give an initial stock solution with a nominal 
concentration of2.30 x l 0 ° cfu!L (the highest concentration tested). Aliquots of the initial stock 
solution were further diluted to give the remainder of the nominal test range. 

Solvent/vehicle: N/A 

Continuation ofl\1PCA viability: 

Single l 0 mL aqueous samples of control and each treatment solution were obtained for microbial 
analysis. Samples of fresh media were taken on Days 0, 5, 10, 14, and 19. Samples of expired 
test solutions were taken on Days 3, 7, 12, 17, and 21. Prior to quantification of viable test 
substance concentrations, all samples were heat treated at 75°C for 30 minutest to kill non spore 
forming bacterial species. Serial ten-fold dilutions of heat treated samples were prepared in 
sterile phosphate buffered saline (PBS, Oxoid BR0014G) and then 1 mL aliquots were placed 
into empty Petri-dishes in triplicate and then molten Tryptone Soya Agar (TSA, Oxoid CM 131) 
added. The agar was allowed to set and then the plates were incubated at 30- 35°C for a time 
sufficient to allow development of characteristic colonies of the test organism (1 -3 days). 
Following incubation, the numbers of colonies oftest organism present on the plates were 
counted and the numbers of viable spores (cfu) per mL in the test sample were calculated. 

Positive control I reference material: None. 

Other controls: None (no attenuated controls). 

Number of replicates/groups: 
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Control(s): 20 
Treatments: 20 

Number of organisms per replicate /groups: 

Control(s): I 
Treatments: I 

Biomass loading rate: One Daphnia per 50 mL dilution water 

Recovery of:MPCA from tissues: Not done 

Feeding: A concentrated solution of Chiarella vulgaris was added to each test vessel daily. The 
Daphnia were fed at a rate of 0.10 mg Chlorella!daphnid!day up to Day 5 and at a rate of0.15 mg 
Chlorella/daphnid!day from Days 6 to 21. 

Lighting: Light intensity not described; day length was controlled to give a photoperiod of 16 
hours light to 8 hours darkness. 

Duration of study: 21 days. 

Other methods or conditions, if any: None. 

2. Observations: 

Parameters measured including sublethal effects/toxicity symptoms: 

Daily records wer:e kept of the numbers of dead Daphnia of the parental generation, together with 
general observations of their size and health compared to control animals. Daily records were 
kept of the numbers of live and dead neonates produced in each vessel and numbers of aborted 
eggs. (Daplmia were considered dead if they were unable to swim within approximately 15 
seconds of gentle agitation). Numbers of animals with eggs in the brood pouch were recorded. 
At the end of the test all surviving Daphnia were anaesthetized using carbonated water and their 
body length measured from the apex of the helmet to the base of the shell spine. Temperature, 
dissolved oxygen and pH were recorded in the fresh stock solutions and all expired test solutions 
on each occasion when test solutions were replaced. 

Observation/measurement intervals: Daily. 

Testing for infectivity: Not done. 

Necropsy: NIA 

Water quality was acceptable? (Results and Discussion Part A) Yes. 

Were raw data included? Yes. 

Other observations, if any: None. 
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IL RESULTS 

A. WATERQUALITYPARAMETERS: 

Environmental parameters were within acceptable limits throughout the study period. The pH, 
dissolved oxygen, and temperature were measured in fresh stock solutions and pooled replicates 
of expired test solutions each time test solutions were renewed. The lowest oxygen 
concentration was 6.1 mg/L at 2.1 °C, which equates to 68% of the air saturation value. 
Temperature was also measured in an additional test vessel during the exposure phase. Up to 
and including Day 7, a thermometer was in use that was subsequently found to be 
malfunctiononing. From Day 8 to termination, a replacement thermometer was 1,1sed. The 
recorded ambient temperatures ranged from 19.2 to 21.1 °C and so remained constant to within 
±1 °C. Daily records of the water quality parameters are available in the study report. They did 
not appear to show any anomalies. 

B. VIABILITY OF TEST SUSPENSIONS: 

Measured concentrations of Bacillus subtilis D747 in the test and control solutions is presented in Table 
2. With the exception of the two lowest nominal exposure levels at Day 0, measured concentrations of 
Bacillus subtilis 0747 ranged from 70 to 109% of nominal. Measured concentrations in expired media 
ranged from 4.1 to 70% of nominal, with a trend of increasing recoveries with increased nominal 
concentration. Daphnia may have consumed some spores of Bacillus subtilis 0747, thereby reducing its 
population. Baishnav and Anderson ( 1995) showed that the spores of a similar bacterial species (Bacillus 
thuringiensis var. israelensis) to be rapidly ingested by Daphnia magna. 

On Day 0, the measured concentrations of the lowest two test levels were determined to be 8.0 and 23% 
of nominal, respectively. However, the paired expired measurements for these preparations (Day 3) were 
consistent with those from later expired sampling occasions. It was considered that the low measured 
concentrations at Day 0 were likely to have been due to an undetected error in the dilution procedure at 
microbial counting and were not representative of the actual exposure media. 

TABLE 2. Viable count verification oftest and control suspension concentrations during a 2l~day 
exposure of Daphnia to Bacillus subtilis D747; data were excerpted from Table 1, pages 20~22, MRID 
481657!4 

Measured Concentration of Test Suspension ( CFU!L) 

Day 
Nominal Concentration of Test Suspension (CFU/L) 

2.84 K108 8.52 X 108 2.56 X 109 7.67 X 109 2.30 X 1010 Negative 
Control 

0 (new) 2.28 X 107 1.97 X 108 2.15xl09 8.23 X 109 1.65 X 1010 2.00 X 103
a 

3 (old) 1.17xl07 1.74 X 108 1.38 X 109 3.07 X 109 9.97 X 109 1.00 X 103
a 

5 (new) 2.40 X 108 7.67 X 108 2.14xl09 6.80 X 109 1.93 X 1010 ND 

7 (old) 2.22 X !07 1.91 X 108 6.03 X 108 3.87 X 109 1.17 X 1010 3.00 X 103a 

10 (new) 2.22 X 108 7.53xl08 2.14xl09 6.87 X !09 1.93 X 1010 ND 
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Measured Concentration of Test 'Suspension (CFU/L) 

Day 
Nominal Concentration of Test Buspension,{CFU/L) 

2.84 Kl08 8.52 X 108 2.56,:1:< 109 . ' 2.30 X 1010 Negative 
7.67;x 10 

Control 

12 (old) 2.46 X 107 1.21 X 108 4.07 X lOs 4.37 X 109 1.60 X 1010 3.83 X 105
a 

14 (new) 2.22 X 108 8.37 X 108 2.03 X 109 7.33 X 109 2.02x 1010 1.60 X 104a 

17 (old) I.66x 107 8.37 X 107 2.14x108 2.57x 109 1.42x1010 7.80 X 104
a 

19 (new) 3.10 X 108 8.37 X 108 2.15 X 109 7.87 X 109 1.93 X 10 10 9.00 X 103
" 

21 (old) 6.30 X 107 8.77 X 107 7.20 X 108 3.97 X 109 1.56 X 10 10 9.00x 103a 

" .. 
A small amount of contammatlon was present, not con"frrmed as Bacillus subtzlzs D747. Representmg 

<0.0 1% of the lowest nominal concentration, hence not considered to affect the outcome of validity of the 
study. 

C. MORTALITY~ No treatments gave significantly lower survival than the control group. 
Cumulative immobility/mortality is reported in Table 3. 

TABLE 3. Cumulative number of immobilized Daphnia exposed to Bacillus subtilis D747 for 21-days 
under semi-static conditions. Data were excerpted from Tables 2 and 3, p 23; and Appendix 2, pp. 28-33, 
MRID 48165714 

Cumulative Number of}mmobi!ized.Daphnia 

Day 
Measured Concentration of Test Suspension (CFU/L) 

2.84 X 108 8.52 X 108 2.56 X 109 7.67 X 10~ 2.30 X 1010 Negative 
Control 

l 0 0 0 0 0 0 

2 0 0 0 0 0 0 

3 0 2 0 0 0 0 

4 0 2 0 0 0 0 

5 0 2 0 0 0 0 

6 0 2 0 0 2 0 

7 0 2 0 0 3 0 

8 0 2 0 0 4 0 

9 0 2 0 0 4 0 

10 l 2 0 0 5 0 

ll l 2 0 0 5 l 

12 l 2 0 0 5 l 

13 l 3 0 0 5 l 

14 2 3 0 0 I 5 2 
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Cumulative Number oflmmoj.>ilized Dapltnia 

Day 
Measured Concentration of 'rest SuspenSion{CFU/L) 

2.84 X lOS 8.52 X 108 2.56 X 109 7.67 X 109 2.30 X 1010 Negative 
Control 

15 2 3 0 0 5 2 

16 2 3 0 0 6 2 

17 2 3 0 0 6 2 

18 2 3 0 0 6 4 

19 3 3 0 1 7 4 

20 4 4 0 1 8 4 

21 4 4 0 1 8 4 

Total 
4 (20%) 4 (20%) 0 (0%) 1 (5%) 8 (60%) 4 (80%) 

immobility 

D. SUBLETHAL TOXICITY ENDPOINTS: Mean values of sublethal effect 
measurements are presented in Table 4. Significant reduction in fecundity and timing of 
first brood release was significantly affected by exposure to Bacillus subtilis D7 4 7 at 
concentrations of 8.52 x 108 cfu/L and above. Significant reduction in parental body 
length was found at concentrations of7.67 x 109 cfu/L and above. 

TABLE 4. Mean cumulative number of offspring produced per female Daphnia magna during 21-day 
exposure to Bacillus subtilis D747 under static-renewal conditions. Data were excerpted from Tables 4, 
5 d 6 24 25 fMRID 48265714 , an , PP: . 0 

Mean Measured Concentration (CFUJL) 

Measurement 

2.84 X 108 8.52 X lOS 2.56 X 109
, 7.67 X J09 2.30 X 1010 Negative 

Control 

Mean neonate production 111 94 88 41 17 113 

Days to firsl brood 8 10 9 11 12 8 

Mean body length (mm) 4.63 4.45 4.48 3.89 3.31 4.53 

E. REPORTED STATISTICS: Logistic regression was performed to determine the ECSO 
for mortality/immobility using log nominal concentrations and not assuming zero 
mortality at the control level. Each group was' compared to the control using one-tailed 
Fisher's exact tests. No description of adjustment for Type I error was described. 

For reproduction and body length, the total number of young for each replicate surviving 
to the end of the study was calculated. A Williams' test for monotonic trend was used to 
determine significance. The ECw, EC2o and ECso estimates were determined by non
linear regression using nominal concentrations. 
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The estimated EC5o based on mortality was 3. 70 x I 010 cfu/L based on the lack of 
significant mortality in any of the test groups. The EC:5o for mean young per adult and 
adult body length was determined to be 5.62 x 109 cfu/L. First brood times were 
significantly delayed in groups exposed at 8.52 x 108 cfu/L and above. 

III. CONCLUSION 

A. REVIEWER'S CONCLUSIONS: The reviewer agrees with the findings described in 
the report. 

B. DEFICIENCIES: None. 

IV. REFERENCES 

Vaishnav, D. D., and R. L. Anderson. 1995. Uptake and loss of Bacillus thuringiensis 
var. israelensis by Daphnia magna in laboratory exposure. Environmental 
Toxicology and Chemistry !4: 763-766. 
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~~~_P;im_;-ry_-_R-::_e-::~~w_er_: -~ -!-~:~:~:~~~~'$:~-----·~- ~---: Date: '8_\np~-------~ 
r::c -~~~~~- ~--~--- ' ~ ~-1 
i--Secondary Reviewer: i Gail Tomimatsu qy1: i Date: 9-/..:Jd;?j!.L __ ___j 
1 I Plant Pathologist, OPP/BPPD ! ,____ --' 

REQUIREMENT: PMRA Data Code: M9.4.1-Freshwater fish 
U.S. EPA Requirement: 885.4200 
OECD Data Code: JIM 8.2, 111M 10.2 
Japanese MAFF: Guidelines for Safety Assessments of Microbial Pesticides 

(Draft 1996). 

TEST MATERIAL (PURITY): Bacillus subti/is D747, nominal potency 5.0 x 1010 cfu/mL 

SYNONYMS: N/A 

CITATION: Cockroft, B. 2004. Bacillus subtilis var. amyloliquefaciens strain D747: Prolonged 
toxicity to microbial pesticides to fish (Oncorhynchus mykiss). Huntingdon Life 
Sciences, Ltd., Cambridgeshire, England. Study completed August 19,2004. MRID 
48165713. 

SPONSOR: Certis U.S.A., L.L.C. 9145 Guilford Road, Suite 175, Columbia, MD 21046 

COMPLIANCE: Signed and dated GLP, Quality Assurance, and Data Confidentiality statements 
were provided. The study was conducted in compliance with UK and OECD 
guidelines. This DER does not contain CBL 

EXECUTIVE SUMMARY: 

In a definitive 30-day toxicity/pathogenicity study, rainbow trout (Oncorhynchus mykiss) were exposed 
under static~renewal conditions to Bacillus subtilis var. amyloliquefaciens D747. Test concentrations 
were 1.14 x 1010,2.88 x 1010,5.75 x 1010

, 1.15 x lOu, and 2.30 x 1011 cfu/L 

Treatments of 1.15 x 1011 cfu/L and above gave significantly reduced survival compared to the controls. 
Therefore, based on these data the LC50 was determined to be 8.1 x I 010 cfu/L. Fish surviving to Day 30 
showed significant reduction in body length and weight at test concentrations of2.88 x 1010 cfu/L and 
above. Based on these data, the LOEC and NOEC for sublethal effects were determined to be 2.88 x 1010 

cfu/L and 1.44 x 1010 cfu!L, respectively. 

This study is classified as acceptable and satisfies the guideline requirement for a toxicity/pathogenicity 
study for freshwater fish. 

CLASSIFICATION: ACCEPTABLE 
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I. MATERIALS AND METHODS: 

A. GUIDELINE FOLLOWED: OSCPP (OPPTS) 885.4200 

B. MATERIALS: 

1. Test Material: Bacillus subtilis D747 

Description: Light brown liquid 

Lot/Batch#: KS03L008D 

Purity: Nominal potency 5.0 x 1010 cfulmL 

Storage conditions: 
assessment 

2. Test Organism: 

Kept in darkness at approximately 4°C. Viability confirmed in weekly 

Species (common and scientific names): Rainbow trout (Oncorhynchus mykiss) 

Age at test initiation (mean and range): Juvenile 

Weight at test initiation (mean and range): 0.77g 

Length at test initiation (mean and range): 4.4 em 

Sex: Not known- juveniles 

Source: H.T.F. Rutland, UK 

Rationale: The rainbow trout is a species recommended by the guideline. 

C. STUDY DESIGN AND METHODS: 

Five test concentrations were prepared plus one control (all in duplicate). Ten fish were added to 
each test vessel. Fish were placed randomly into the test vessel containing prepared test mediwn 
or diluents water as appropriate. Fish were exposed to the test or control conditions for a period 
of 3 0 days with daily renewal of the test medium to ensure the maintenance of satisfactory 
environmental conditions and near nominal exposure levels. The quantities of the B. subtilis 
D74 7 used in the test solutions was adjusted based on the results of weekly viability checks 
conducted using the same methods as used for confirmation of exposure concentrations. 
Mortality and sublethal effects were observed on a daily basis. At death or at the end of the 
experiment, fish were studied for pathological changes compared to the controls. 
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1. Experimental Methods and Conditions: 

Acclimation: 

Period: 7 days 
Conditions: Temp: l5°C, D.O.- 8.8 to 9.9 mg02/L, lighting- 16:8 light:dark 
Feeding: Fed 2 to 4% ftheir body weight daily with commercial fry pellet, no medication was 
given 
Water: N/A 
Health: No mortalities observed 

These were similar to the conditions of the test period. 

Test vessel: 

Material: Not described 
Size: 25 x46 x 25 em 
Fill volume: Filled to a depth of 19 em (20L), loading of0.39 g bw/liter 

Test system: 

Static renewal, daily renewal 

Source of dilution water: 

Laboratory tap water that was filtered, dechlorinated, and softened by passage through a 
Vivendi®, water purification system. The water was passed through a high grade activated 
carbon filter to remove chlorine and any organic contaminants. A proportion of the supply was 
then passed through a water sogtener before final reverse osmosis (RO) treatment to produce 
purified water. These two supplies were then re-mixed in the ratio of approximately 2 parts 'RO' 
water to I part carbon filtered water to give a laboratory supply with the desired water hardness. 

Water parameters:. 

Dissolved oxygen: 6.9- 8.2 mg02/L 
pH: 7.6-7.9 
Temperature: 15°C 
Hardness: 157- 186 mg CaC03/L 
Particulate matter: Not described 
Total organic carbon (TOD) or chemical oxygen demand (COD): Not described 
Metals: Analysis contained in Appendix 1, MRID 48165713, pp. 23-25 
Pesticides: Analysis contained in Appendix I, MRID 48165713, pp. 23-25 
Chlorine: Analysis contained in Appendix I, MRID 48165713, pp. 23-25 

Aeration: Supplemental aeration was provided in this study through narrow bore glass tubes. 
Justification for this was not provided. The guideline states that gentle aeration of the test vessels 
used in static systems during the exposure period is permitted only in cases where oxygen levels 
my fall below 60% saturation. The lowest level measured was approximately 68% of saturation, 
and test and control water were renewed daily, so it is not clear why this was necessary. 
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Route(s) of exposure: The test substance was administered as a suspension directly into the 
water. Treated food was not provided as an additional means of exposure. 

Test concentrations: 

Nominal: 1.44 x 1010
, 2.88 x I 010

, 5.75 x I 010
, 1.15 x 1011

, and 2.30 x 1011 cfu/L (equivalent to 
62, 125,250, 500, and lOOOX the predicted environmental concentration) 
Measured: See Table 2 for details. Measured concentrations ranged 68-119% of nominal 
concentrations, and averaged 97% of nominal concentrations on the day of preparation (fresh). 
They ranged from 65-113% and averaged 96% of nominal concentrations the following day 
(expired). Measurements were taken on Days 0 and 1, 7 and 8, 21 and 22, and 29 and 30. 

Maximum hazard concentration should be at least 1.12 x 1011 cfu!L. Based on the CX-9030 
granular label, a maximum of3 lbs/acre can be applied. The product contains 5 x I 010 cfu!g, and 
would result in 1.12 x lo'8 cfu/mL if applied directly to a pond 15 em deep. The nominal test 
concentrations are sufficient with respect to testing this dose. 

The study authors noted that the water in all exposure concentrations ·were markedly opaque. 

These test concentrations were determined based on a preliminary 96-hour range finding study 
using groups of three fish and concentrations of 0 (control), 2.30 x 108

, 2.30 x I 09
, 2.30 x I 010

, 

and 2.30 x I 011 cfu!L. Results of the range finding study indicated that the acute LC50 was likely 
to be >2.30 x 1011 cfu!L. Since a single mortality was observed at this concentration, however, it 
was determined that the study should be conducted as a definitive study instead of a limit dose 
study. 

Preparation of test concentrations: 

Aliquots of the test substance were dispersed directly in diluent water to give the nominal 
concentrations listed above. Exposure media was prepared separately.· 

Solventivebicle: N/A 

Confirmation of:M.PCA viability: 

Single 15 mL aqueous samples of the control and each treatment solution were obtained for 
microbial analysis. Samples of fresh media were taken on Days 0, 7, 14, 21, and 29. Samples of 
expired test solutions were takend on Days I, 8, 15, 22, and 30. 

Prior to quantification of viable test substance concentrations, all samples were heat treated at 
75°C for 30 minutes to kill non-spore forming bacterial species. Serial ten-fold dilutions of heat 
treated samles were prepared in sterile phosphate buffered saline (PBS, Oxoid BROO 14G) and 
then 1 mL aliquots were placed into empty Petri dishes in triplicate and then molten Tryptone 
Soya Agar (TSA, Oxoid CM 131) added. The agar was allowed to set and then the plates were 
incubated at 30- 35 °C for a tme sufficient to allow development of characteristic colonies of the 
test organism (not less than 24 hours). Following incubation, the numbers of colonies oftest 
organism present on the plates were counted and the numbers of viable spores (colony forming 
units- cfu) per mL in the test sample were calculated. 

Positive control/ reference material: N/A 
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Other controls: Negative control 

Number of replicates/groups: 

Control(s): 2 
Treatments: 2 

Number of organisms per replicate /groups: 

Control(s): 10 
Treatments: I 0 

Biomass loading rate: 0.39 g bodyweight/L 

Recovery of:MPCA from tissues: Not performed. Animals were examined for physiological 
changes, but isolation of B. subtilis D747 from tissues was not described. 

Feeding: Exposure was not provided via the oral route. Fish were fed 3% of their bodyweight 
daily with commercial fry pellet (Nutra Trout). Fish were re-weighed on Days 9 and 20 for 
purposes of recalc_ulating the feeding rate. 

Lighting: Intensity not reported. Photoperiod was 16h:8h light: dark. 

Duration of study: 30 days. 

Other methods or conditions, if any: 

2. Observations: 

Parameters measured including sublethal effects/toxicity symptoms: 

Mortality (determined by absence of respiratory movement and absence of response to physical 
stimulation of the caudal peduncle) was observed and subjective assessments of sublethal effects 
were also made. From Day 2 onward, the fish were observed to assess whether there was a 
delayed feeding response compared to controls. Fish that died during the study were inspected 
internally and externally for signs of pathological changes compared to healthy stock fish. At 
termination, all surviving fish were examined for pathological changes compared to controls. 

Measurements of dissolved oxygen, pH, and temperature were made daily. 

Observation/measurement intervals: Daily 

Testing for infectivity: Not done. Tissues examined for abnormalities. 

Necropsy: Performed on fish that died during the study as well as surviving fish at the end of the 
study. 

Water quality was acceptable? Yes. 

Were raw data included? Yes. 
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II. RESULTS: 

A. WATERQUALITYPARAMETERS: 

Water quality parameters are summarized in Table 1. Mean values for the experiment are provided here. 
Raw data for daily measurements are provided in the study report. 

TABLE 1. Mean water quality parameters in test suspensions during the 30-day hour exposure of 
rainbow trout to Bacillus subtilis D74 7 

Parameter Replicate 1.44 X 1010 2.88 X 1010 5.75 X 1010 1.15 X 10II 2.30 X 1011 

Control cfu/L cfu/L cfu/L cfu!L cfu/L 

Dissolved I 8.2 8.1 7.9 7.9 7.9 7.9 
oxygen 
(mg/L) 2 8.1 8.0 7.8 8.0 7.7 8.2 

Temperature I 15 15 15 15 15 15 

(C) 2 15 15 15 15 15 15 

I 7.7 7.7 7.6 7.6 7.9 7.6 
pH 

2 7.7 7.6 7.6 7.9 7.9 7.7 

B. VIABILITY OF DOSING SUSPENSIONS: Measured concentrations ranged 68-119% of 
nominal concentrations, and averaged 97% of nominal concentrations on the day of preparation 
(fresh). They ranged from 65-113% and averaged 96% of nominal concentrations the following 
day (expired). 

TABLE 2. Viable count verification of test and control suspension concentrations during a 30-day 
f . b tr t t B "// bt"l" D747 exposure o ram ow ou 0 acz us su z zs 

Fresh Ex ired 
Nominal Mean counts of Mean counts of 
concentration B. subtilis D741 %Nominal B. subtilis D747 %Nominal 
(cfu/L) (cfu!L) (cfu/L) 

Days 0 (Fresh) and 1 (Expired 
Control ND -- 5.27x 10 a --
1.44 X 10 1.43 X 10" 99 1.51 X 10" 105 
2.88x 10" 2.92 X 10'" 101 2.97 X 10" 103 
5.75 X 10 5.81 X 10 I 01 5.90 X 10 103 
1.15 X 10 1.04 X 10 90 1.07x!O 93 
2.30x!O 1.84xl0 80 2.01 X 10" 87 

Days 7 (Fresh) and 8 (Expired) 
Control 1.00 X 10 -- 4.6x10a --
1.44xl0 1.64 X 10 114 1.63 X 10 113 
2.88 X 10 2.70x 10 94 3.00 X 10 104 
5.75 X 10" 6.82 X JO" 119 6.69 X 10 116 
1.15 X 10 1.28 X 10"" 111 1.17x 10"" 102 
2.30 X 10 NIA' NfAC N/Ac N/Ac 
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Fresh Ex ired 
Nominal Mean counts of Mean counts of 
concentration B. subtilis D747 %Nominal B. suhtilis D747 %Nominal 
(cfu/L) (cfu/L) (cfu!L) 

Da s 21 (Fresh) and 22=a xpired) 
Control 6.17x10" -- 6.9xl0 3 --
1.44 X 10'" 1.40x 10'" 97 1.33 X 1 0'" 93 
2.88 X 10'" 2.95 X 10'" 102 2.66 X 10'" 93 
5.75x 10 6.56 X 10 114 6.38 X 10 111 
1.15 X 10 1.30 X 10 113 1.18x10 103 
2.30 X 10 N/A' N/Ac N/Ac N/Ac 

Da s 29 (Fresh) and 30 xpired) 
Control 2.45xl0a -- 4.45x10 --
1.44 X 10'" 1.22 X 10'" 85 1.11 X 10'" 77 
2.88 X 10 1.93x10 67 1.87 X 10 65 
5.75x10 5.34 X 10 93 5.10x10 89 
l.i5x10 7.77x 10 68 I 9.00 X 10 78 
2.30 X 10 N/Ac NIA' N/Ac N/Ac 

• A small amount of contammatlon was present, not con finned to be Bacillus subllbs D747. The amounts present represented 
<0.01% of the lowest nominal concentration, and were not considered to affect the outcome of validity of the study. 
~ot applicable. 
<"Not sampled as all fish were dead. 

C. MORTALITY: One mortality was observed in the 2.88 x 1010 cfu/L test group, and all fish died 
in the two highest test groups, 1.15 x 1011 and 2.30 x 1011 cfu/L. Table 3 shows the cumulative 
mortality over the 30 day period. 

TABLE 3. Mortality in rainbow trout during 30-day exposure to Bacillus subtilis D747 under static
renewal conditions 

Cumulative Number of Mortalities Per Da , Da s 1-15 
Cone. (cfu/L) 1 2 3 4 5 6 7 8 9 10 11 12 13 14 
Control 0 0 0 0 0 0 0 0 0 0 0 0 0 0 
1.44xl0 0 0 0 0 0 0 0 0 0 0 0 0 0 0 
2.88 X 10 0 0 0 0 0 0 0 0 0 0 I 0 0 0 0 

5.75x10 0 0 0 0 0 0 0 0 0 0 0 0 0 0 
l.i5 X 10 0 0 0 10 10 10 19 19 19 19 19 19 19 19 
2.30 X 10" I I 4 20 20 20 20 20 20 20 20 20 20 20 

Cumulative Number of Mortalities Per Day, Days 16-30 

16 17 18 19 20 21 22 23 24 25 26 27 28 29 
Control 0 0 0 0 0 0 0 0 0 0 0 0 0 0 
1.44 X 10 0 0 0 0 0 0 0 0 0 0 0 0 0 0 
2.88 X 10 0 0 0 0 0 0 0 I I 1 I I I I 

5.75 X 10 0 0 0 0 0 0 0 0 0 0 0 0 0 0 

1.15 X 10 19 19 19 19 19 19 19 19 19 19 19 19 19 19 
2.30 X lOll 20 20 20 20 20 20 20 20 20 20 20 20 20 20 

15 
0 
0 
0 
0 
19 
20 

30 
0 
0 
1 
0 
19 
20 
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D. SUBLETHAL TOXICITY ENDPOINTS: Fish surviving to Day 30 showed significant 
reduction in body length and weight at test concentrations of2.88 x 10 10 cfu/L and above (Table 
4). 

TABLE 4. Mean length and weight of surviving fish at test termination. 
Concentration Replicate Mean (SD) Fish Length (em) Mean (SD) Fish Weight (g) 
(cfu/L) 
Control 1 5.4 (0.4) 2.5 0.5 

2 5.4 (0.3) 2.3 (0.4) 
1.44 X 10 1 5.2 (0.3) 2.2 (0.5) 

2 53 OA) 2.3 (0.5 
2.88 X 10 1 4.8 (0.4 1.8 (0.6 

2 5.0 0.5) 1.9 0.6 
5.75 X 10 1 4.8 (0.4 L7 (0.5 

2 4.8 (0.2) L7 0.3 
1.15 X 10 1 3.7 (0.0)' 0.6 (0.0)' 

2 NIA" N!A' 
2.30x10 1 N/A NIA' 

2 N/A N/A 
• . . Vanabthty was not measured because only one fish survtved lo test tennmauon 
"No survivors for length/weight measurements. 

E. REPORTED RESULTS AND STATISTICS: 

Logistic regression was used to determine the LC50 for B. subtilis D747 in rainbow trout. 
Treatments of 1.15 x 1011 cfu!L and above gave significantly reduced survival compared to the 
controls. Therefore, based on these data the following LC50, LOEC, and NOEC values were 
obtained: 

LCso (30-day): 8.1 X 1 o" cfu/L 
LOEC: 1.15x 10 11 cfu!L 
NOEC: 5.75 x 10" cfu/L 

A general linear model was used to determine whether mean fish length or weight were 
significantly different from the controls. Fish surviving to Day 30 showed significant reduction 
in body length and weight at test concentrations of2.88 x l 010 cfu/L and above. Based on these 
data, the following LOEC and NOEC values were obtained: 

LOEC: 2.88 x I 010 cfu/L 
NOEC: 1.44 x 10" cfu!L 

On 23 out of the 28 feeding occasions from Day 2 onwards, ill test groups showed a delayed 
feeding response compared to the controls. This may have been due to reduced visibility of the 
feed, as all exposure concentrations were markedly opaque. 

Upon post mortem examination, no sporadic mortalities or surviving fish at termination exhibited 
any pathological changes compared to the controls that were considered to have been a result of 
exposure to the test material. 
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III. CONCLUSION: 

A. REVIEWER'S CONCLUSIONS: The reviewer agrees with the results of the study. Based on 
the calculated LC50, NOEC, and LOEC, Bacillus subtilis D747 is expected to cause adverse 
effects in fish at the concentrations identified as these endpoints. 

Because all test concentrations were reported to be opaque due to the presence of the t~st 
substance, an attenuated control should have been included to account for the possible physical 
interference of the test material with the health of the fish. Because this was not included, it is 
not possible to determine if the effects were due to the toxicity/pathogenicity or other factors. 

This study is acceptable and satisfies the data requirement for a Tier I freshwater fish 
toxicity/pathogenicity study. 

B. STUDY DEFICIENCIES: 

Aeration does not appear to be justified based on the dissolved oxygen content reported; however, 
it does not appear that this necessarily provided an advantage. An attenuated or sterile filtrate 
control should have also been included, since the test material caused the water to be opaque. 
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Chris, 

Conversation about B. amyloliquefaciens 
Joel Gagliardi to: cdively 
Cc: Susanne Cerrel!i 
This message is digilal!y signed. 

Thanks for your quick response. 

07/27/201 t 03:44 PM 

I think based on the MIDI data alone you would be most correct calling 0747 BacH/us amylo/iquefaciens, a 
member of the Bacillus subtilis group. A quick glance at phenotypic characteristics shows 0747 fits snugly 
into this species. Let us know what you think. 

Attached is the Bergey's Manual 2nd edition entry, and pasted below is what is listed on the NIH-NCBI 
server. 

"""': ',!:;;. _, 
Bergeys~Bacil!us~amy!o!iquefaciens.pdf 

Also, here is our newest guidance for microbial CSF preparation. I suggest trying to separate out the 
water component from the fermentation milieu especially in cases where a product is a liquid. Othe!Wise 
it is largely a semantic issue for a fermentation product; 
http://www. epa. go v /pesti ci deslbi opesti cides/re gtoo1 slbiopest csf. pdf 
Please see page 16. Let Susanne know if you will change the CSF of either product. 

Thanks again and let us know if you would like to have another teleconference. 
Joel 

http://www.ncbi.nlm.nih.govffaxonomy/Browser/wwwtax.cgi 
Bacillus subtilis group 

Bacillus amyloliquefaciens 
Bacillus amyloliquefaciens LL3 
Bacillus amy1o1iquefaciens PGK1 
Bacillus amyloliquefaciens subsp. amyloliquefaciens 
Bacillus amylo1iquefaciens DSM 7 
Bacillus amyloliquefaciens subsp. plantarum 
Bacillus amyloliquefaciens FZB42 
Bacillus amyloliquefaciens TA208 
Bacillus amy1oliquefaciens XH7 

Bacillus atrophaeus 
Bacillus atrophaeus 10 13~ 1 
Bacillus atrophaeus 1013-2 
Bacillus atrophaeus 1942 
Bacillus atrophaeus ATCC 49822 
Bacillus atrophaeus A TCC 49822,1 
Bacillus atrophaeus ATCC 49822~2 
Bacillus atrophaeus ATCC 9372 
Bacillus atrophaeus ATCC 9372-1 
Bacillus atrophaeus ATCC 9372~2 
Bacillus atrophaeus BACI051~E 
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Bacillus sp. M101(2010) 
Bacillus sp. M103(2010) 
Bacillus sp. M110(2010) 
Bacillus sp. M112(2010) 
Bacillus sp. M14(2010) 
Bacillus sp. M2(2010) 
Bacillus sp. M21(2010) 
Bacillus sp. M22(2010) 
Bacillus sp. M25(2010) 
Bacillus sp. M29(2010) 
Bacillus sp. M30(2010) 
Bacillus sp. M35(2010) 
Bacillus sp. M38(2010) 
Bacillus sp. M4(2010b) 
Bacillus sp. M40(20 1 0) 
Bacillus sp. M5(20 1 0) 
Bacillus sp. M63(2010) 
Bacillus sp. M64(2010) 
Bacillus sp. M67(2010) 
Bacillus sp. M68(2010) 
Bacillus sp. M88(2010) 
Bacillus sp. M90(20 1 0) 
Bacillus sp. M94(20 1 0) 
Bacillus sp. M95(2010) 
Bacillus sp. M98(2010) 
Bacillus sp. TT106(2010) 
Bacillus sp. TT45(201 0) 
Bacillus sp. TT46(2010) 
Bacillus sp. TT53(2010) 
Bacillus sp. TT80(20 1 0) 

************************************* **************************** 
Joel V. Gagliardi, Ph.D. 
U.S. Environmental Protection Agency, Mailcode 7511-P 
OCSPP, OPP, BPPD, Microbial Pesticides Branch 
1200 Pennsylvania Avenue, NW 
Washington, DC 20460 

703-308-011.6- phone I 703-305-0118 or 703-308-7026- fax 
http://www .epa .gov /pesticides/bi opesticid es 
**** ************ ** *********************************** ************ 
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cv{ocket Manager for inclusion in the docket identified above. 
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~ The docket is complete and ready for public release. 
0 COMMENTS: /7 

Date 1<111/(D I Signature: Susanne Cerrelli <., ,J,, (, "\ I Phone#: 703-7308-8077 
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CX-9030 DRAFT Label 

Active Ingredient: 

CX-9030 
Water Dispersible Granular Biofungicide 

For Organic Production 

7/14/2010 

Bacillus subtilis var. amyloliquefaciens strain D747* .................................... 25.0% 
Other Ingredients ...................................................................................................... 75.0% 
Total .......................................................................................................................... 100.0% 

FIRST AID 

*Contains a minimum of 5x 1010 colonyRforming units (cfu) per gram 
EPA Reg. No. 70051-

EPA Est. No. 70051-CA-00 1 

Manufactured by: Certis USA, L.L.C. 
9145 Guilford Rd., Suite. 175 

Columbia, MD 21046 

NET WEIGHT: 5 LBS Lot No. 

KEEP OUT OF REACH OF CHILDREN 

CAUTION 

IF ON SKIN: Take off contaminated clothing. Rinse skin with plenty of water for 15-20 minute . 
Call a poison control center or doctor for further treatment advice. 

IF IN EYES: Hold eyes open and rinse slowly and gently with water for l5R20 minutes. Remov 
contact lenses, if present, after the first 5 minutes, then continue rinsing eye. Call a poison 
control center or doctor for further treatment advice. 

IF INHALED: Move person to fresh air. If person is not breathing, call911 or an ambulance, 
then give artificial respiration, preferably mouth-to-mouth if possible. Call a poison control 
center or doctor for further treatment advice. 

Have the product label with you when calling a poison control center or doctor. 
Hot Line No.:1-800-255-3924 

PRECAUTIONARY STATEMENTS 

HAZARDS TO HUMANS & DOMESTIC ANIMALS 
CAUTION 

Harmful if absorbed through skin. Harmful if inhaled. Prolonged or frequently repeated skin 
contact may cause allergic reactions in some individuals. A void contact with skin. eyes. or 
clothing. Avoid breathing spray mist. Wash thoroughly with soap and water after handling. 
Remove contaminated clothing and wash clothing before reuse. 

Page 1 of 12 
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CX-9030 DRAFT Label 7/14/2010 

PERSONAL PROTECTIVE EQUIPMENT (PPE) 

Applicators and other handlers must wear: 

• Long-sleeved shirt and long pants 

• Waterproof gloves 

• Shoes plus socks 

• NIOSH approved respirator with any N, P, R or HE filter 

Follow manufacturer's instructions for cleaning and maintaining PPE. In no instructions are 
available, use detergent and hot water for washables. Keep and wash PPE separately from other 
laundry. 

When handlers use closed systems, enclosed cabs, or aircraft in a ma!U1er that meets 
requirements listed in the Worker Protection Standard (WPS) for agricultural pesticides, the 
handler PPE requirements may be reduced or modified as specified in the WPS. 

USER SAFETY RECOMMENDATIONS 

Users should: 

• Wash hands before eating, drinking, chewing gum, using tobacco, or using the toilet . 

• Remove clothing/PPE immediately if pesticides get inside. Then wash thoroughly and put 
on clean clothing. 

• Remove PPE immediately after handling this product. Wash the outside of gloves before 
removing. AS soon as possible, wash thoroughly and change into clean clothing. 

ENVIRONMENTAL HAZARDS 

Do not apply directly to water or to areas where surface water is present, or to intertidal areas 
below the mean high water mark. Do not contaminate water when disposing of equipment 
washwaters or rinsate. Do not apply when weather conditions favor drift or runoff from treated 
areas. 

AGRICULTURAL USE REQUIREMENTS 

Use this product only in accordance with its labeling and with the Worker Protection Standard 40 
CFR Part 170. This standard contains requirements for the protection of agricultural workers on 
farms, forests, nurseries, and greenhouses and handlers of agricultural pesticides. It contains 
requirements for training, decontamination, notification, and emergency assistance. It also 
contains specific instructions and exceptions pertaining to the statements on this label about 
personal protective equipment (PPE), and restricted entry intervals. The requirements in this box 
only apply to uses of this product that are covered by the Worker Protection Standard. 

Do not enter or allow worker entry into treated areas during the restricted entry interval (REI~ vf 
4 hours. 

PPE required for early entry to treated areas that is permitted under the Worker P!"ot-ection 
Standard and that involves contact with anything that has been treated, such a~ pln.nts, soil or 
water is: cover-alls, waterproof gloves, shoes plus socks. 

Exception: If the product is soil injected or soil incorporated, the Worker Protecjop Standrud, 
under certain circumstances, allows workers to enter the treated area ifthere vv;a Le no contact 
with anything that has been treated. 

Page 2 of 12 
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CX-9030 DRAFT Label 711412010 

STORAGE AND DISPOSAL 

Do not contaminate water, food, or feed by storage and disposal. 

Pesticide Storage: Store in a dry area inaccessible to children. Store in original containers only. 
Keep container closed when not in use. 

Pesticide Disposal: Wastes resulting from the use of this product may be disposed of onsite or at 
an approved waste disposal facility. 

Container Disposal: Non-refillable Container. Do not reuse or refill this container 

Completely empty bag into application equipment. Clean container promptly after emptying. 
Then dispose of empty bag in a sanitary landfill or by incinerating, or if allowed by local 
authorities, by burning. If disposal is by burning, stay out of smoke. 

GENERALINFO~ATION 

CX-9030 is a broad-spectnun preventative biofungicide for control or suppression of fungal and 
bacterial plant diseases. The active ingredient of CX~9030 is a naturally occurring strain (D747) 
of the beneficial rhizobacterium Bacillus subtilis var. amyloliquefaciens, which colonizes roots, 
leaves, and other plant surfaces, killing pathogenic organisms by means of antibiotic compounds 
(iturins) which disrupt pathogen cell wall production. D747 rapidly colonizes plant root hairs, 
leaves, and other surfaces, preventing establishment of disease~causing fungi and bacteria. 

CX~9030 can be applied alone or in combination and/or rotation with chemical fungicides as a 
tool for integrated disease management in agricultural crops, ornamental and nursery plants, and 
turfgrass. CX-9030 offers a valuable tool for management of resistance to chemical fungicides 
through its multiple and unique modes of action. 

CX-9030 is exempt from the requirement for residue tolerance and therefore can be applied up to 
and including the day of harvest. 

CX-9030 complies with the USDA National Organic Program (NOP) and is listed by the 
Organic Materials Review Institute (OMRl) for use in organic production. 

MIXING AND HANDLING INSTRUCTIONS 

Mix the required amount of CX-9030 in cool water with sufficient agitation to maintain a 
uniform suspension in the spray or mixing tank. Tank should be cleaned prior to use. Do not 
use highly alkaline or highly acidic water to mix sprays. Use a buffering agent if necessary to 
maintain neutrality (pH 6 to 8) of water in the tank. Maintain agitation during application. Apply 
immediately after mixing; do not allow spray mix to stand overnight. 

APPLICATION METHODS 

Ground: CX~9030 cm1 be applied in most commonly~used ground application equipment, :;uch 
as tractor-mounted boom, airblast, high clearance, hose-end, backpack, and otb_et pi'l-·ssurized 
sprayers; hose-end or hand~held sprayers; foggers or mist blowers; water wheel and :Jther drench 
applicators; and shank or other soil injection method. 

Aerial: CX-9030 can be applied by fixed or rotary winged aircraft in a minim1Jm of3 gallom cf 
water per acre. Standard precautions should be taken to minimize spray drift. 

Chemigation: CX-9030 can be applied through drip (trickle) and sprinkler type irrigation 
equipment. Refer to the section entitled "Chemigation Instructions" for detailed instructicr,£. 

Page 3 of 12 
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CX-9030 DRAFT Label 7/14/2010 

DIRECTIONS FOR USE 

It is a violation of Federal law to use this product in a manner inconsistent with its labeling. For 
any requirements specific to your State or Tribe, consult the Agency responsible for pesticide 
regulation. 

Do not apply this product in a way that will contact workers or other persons, either directly or 
through drift. Only protected handlers may be in the area during application. 

Agricultural crops 

CROPS DISEASES/PATHOGENS 
I lscc footnotes for additional information) 

Vegetables and melons, including but no! limited to: 

Brassica vegetables Pin rot complex (Aftemaria!Xmllhamonas)* 
such as broccoli, cabbage, Leaf spots (Alternaria spp., Xanlllomof/OS spp.) 
cauliflower, Brussels sprouts, Downy mildew (Peronospora spp.) 
kohlrabi, and other cole crops. Powdery mildew (Erisypfle pofygom) 

''Damping off," seedling blights, and root or crown diseases caused by Pythinm, 
Rhi::octouia, Fnsari11m, Phytophthora, or Verticif/ium* spp. (sec instructions below 
for '·Soil application"). 

Bulb vcgctab !cs Bollytis spp. (neck rot, leafblight) 
such as onions, garlic, shallots, and Purple blotclt (Alternaria spp.) 
others. Downy mildew (Peronosporo spp.) 

Powdery mildew (Erisyphe spp.) 
Rust (Pucciuiapori)* 
·'Damping ort:·· seedling blights, and root or crown diseases caused by Pythium, 

Rftizoctonia, Fusarium, Pfrytophtfwra, or Verliciffimu* spp. (sec instructions below 
for ''Soil application''). 

Cucurbits Powdery milde1v (Erisypfle and Sphaerotheco spp.) 
such as cucumbers, squash {all Downy mildew (Pseudoperouospora spp.) 
types), cantalo11pcs, m11skmc\ons, Gummy stem blight (Didymeffa bryoniae and Phoma cucurbitacearllln) 
watermelons. and other melons. See instructions below \Or "Soil application'' against lite following diseases: 

Vine decline (Aiouospomscus cannonbaftus) 
Charcoal rot (Macrophomina phaseoli) 
''Damping ore· seedling blights, and root or crown diseases caused by Pythimn, 

Rhizoctonio, Fusarium, Phytophthara, or Verticif/imu* spp. 

Fruiting vegetables Bacterial spot (Xanthomonas spp.)*1 

such as tomatoes, peppers, Bacterial speck (Pseudomonas syringae pv. tomato )* 1 

eggplant, tomati!lo, okra, and Gray mold (Botrytis cinerea) 
others. Powdery mildew* (Leveiffufa, Oidiapsis, Erisyphe, and Sphaerotfleca spp.) 

Early bligltt (Alternaria so/ani)* 
Late blight (Phytophtfwra illjestans)* 

See instruclions below for ''Soil application'' against the following diseases: 
"'Damping oft:" seedling blights, and root or crown diseases ca11scd by Pythium, 

Rhi:::octouia, Fusnrium, Pflytophtfwra, or l'ertici/fimn* spp. 
Southern blight (Scferotium rofftii)* 

Leafy vegetables Downy mildew (Bremia /actncoe, Peronospom spp.)* 
sue !I as head and leaf lettuce, Powdery mildew (Gofovinomyces (Erisypfu:) cicfwracearum)* 
celery, spinach, radicchiu, arug.ula, Bacterial blights 
watercress, and others (including Head and leaf drop (Scferotinia spp.i 
leafy Brassica vegetables such as Pink rot (Scferotinia scferotiorum )" 
mustard and collard greens, kale, Leaf spots (Cercospora spp.) 
bok choi, and related crops). See instructions below for "Soil applicalion·· against the fo!!owin;., dis~ascs: 

·'Damping off,'" seedling blights, and root or crown diseases c:r 1~ed by Pythimn, 
Rhizoctouia, Fusarium, Phytophthora, or VerticilfiuJn* spp. 

Bottom rot (Rhizoctouia sokmi) 
----
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CX-9030 DRAFT Label 7/14/2010 

Legume vegetables White mold (Sclerot(nia sclerotiomml 
succulent and dried beans and peas Gray mold (Botrytis ciuerea) 
such as green, snap, shell, and Powdel)· mildew (Microsphaera diffusa) 
Lima beans, garbanzo beans., Rusts*, including Uromyces appendic11latus, P11ccinia spp., and Asian soybean rust 
chickpeas, soybeans, dry beans, (Phayospora pacflyrflizi) 
peas, split peas, lentils, and other "Damping off," seedling blights, and root or crown diseases caused by Pythium, 
legumes. Rhi::octonia, Fusarium, Ph_vtopfllfwra, or Verlicillilml * spp. (see instructions below 

for ··soil application''). 

Root, tuber, and corm vegetables Black root/cro\\11 rot (Alternaria spp.) 
such as potato, sweet potato, carrot, Bacterial leaf blight (Xamfwmouas campestris) 
cassava, beets, ginger, radish, Downy mildew (Pero11ospora spp.) 
horseradishn, ginseng, turnip, and Powdery mildew (Erisyphe spp.) 
other root, tuber and conn crops. Gray mold (Botrytis spp.) 

White mold (Sclerotinia scleroliormu/ 
Black leg {bacterial soft rot (Erwinia carotovora) 
Early blight (Alternaria so/ani)* 
Late blight (Phytophthora iufestans)* 
See instructions below for ''Soil application" against the following diseases: 

Black scurf (Rfli::octonia so/an f) 
Cavity spot (Pythium spp.) 
"Damping off,"' seedling blights, and root or crown diseases caused by Pytftilmt, 

Rhf::octonia, Fltsarium, Phytophthora, or Verticillilllll * spp. 

Other vegetables Bottytis spp. 
such as sweet corn, popcorn, Rusts (PllCCillia spp.) 
asparagus, pcam1t, and watercress White mold (Scferotinia scleroliorum)~ 

Leaf spots (Cercospora and Cercosporiditllll spp.)* 
·'Damping orr,·· seedling blights, and root or crown diseases caused by Pythium, 

Rhi::octonia, Fusarium, Pf1ytaphthora. or Verlicil!ium* spp. (sec instructions below 
for ''Soil application'"). 

Tree fruits and nuts, including but not limited to: 

Citrus Afteruaria leaf spot (Aftemaria a!ternata) 
such as orange, lemon, lime, Postbloom fruit drop (Cof!etotriclwm acutatum)* 
grapefruit, tangerine (mandarin), Greasy spot (Mycosp!laerella citri)*> 
tangelo, p11mmelo, and other citms Citrus canker (Xantfwmouas cmnpestris pv. citri/ 

Scab (Elsinoe fawcetti)*4 

Mclanosc (Diaporthe citri)* 

Po me fruits Powdery mi I dew (Podospfwera le~~cotric/w)5 

such as apple, pear, crabapple, Scab (Venturia spp.)* 
quince, and others Flyspeck ( Zygopf1ia!a janwicensis )6 

Sooty blotch disease complex6 

Brooks spot (Mycospbaere/la ponuf 
Bot rot/white rot (Botryospfweria dothidea)6 

BiUer rot ( Colletotriclmm spp.)6 

Cedar apple rust (Gyumosporangium juuiperi-virginianae)6 

Fire blight (Erwi11ia amylovora)*7 

Stone fruits Powdery mildew (Sphae1·otileca and Podosphaera spp.)*s 
such as apricot, cherry, nectarine, Bacterial canker (Pseudomonas spp.) 
peach, plum, prune, pluot, and Brown rot blossom blight (Jiollifinia faxal 
others Brown rot (Mouilinio jiw:ticola)*w 

Gray mold (Botrytis ci11erea)1u 
Peach leaf cml (Taphrina deformans) 
Bacterial leaf spot (Xantf10monas arbicofa pv. pnmi/ 
RliSty spot (Podosphoera !ellcotricfla/ 

---
Tree nuts Walnut blight (Xanthomouas campestris/ 1 

such as almond, pistachio, pecan, Anthracnose (Colletotrichum ac11tatum)* 
walnut, tilbcrt, hazelnut, chestnut, Bacterial canker (Pse11domolws syringae) 
macadamia, and other tree nuts. Shot hole ( Wi!smwmyces carpophif11S)* 

Brown rot ( Mouiliuia spp.)* 
Pecan scab (Cladosprium caryigenum )*1 
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Pomegranates Leaf and fruit spots (Cercospora, G!oeosporiwn and Pestalotia spp.) 1 

Fruit rots (Alternaria, Botrytis, and other spp.) 10 

Powdery mildew (Sphaerotheca pannosa) 

Other fruits, including but not limited to: 

Strawberry Powdery mildew (Sphaetotheca macu!aris, Erisyphe spp.)* 12 

Gray mold (Botrylis cfnerea)* 11 

Anthracnose (Colletotrichmn ac11fa/um) 
Angular leaf spot (Xanthomonas fragariae) 1 

For the following diseases, see instructions below for ''Soil application'· (and also root 
dip instructions22

): 

"Damping o!T' and root or crown diseases caused by Rhi:::octonia, Fusarium, 
Pythium, Phytophthora, and/or Verticil! fum* spp. 

Charcoal rot (Macrophomina phaseolina) 

Berries, including blueberry, Mummy berry (;\lonilinia voccinii-corymbosi)* 
blackberry, raspberry, loganberry, Botrytis blight (Bot1ytis cinerea) 
huckleberry, gooseberry, Bacterial canker (Pse11domonas spp.)13 

elderberry, cranberry (non-flooded Anthracnose fruit rot (ColletotricJIIIm ac111atum)10 

fields), current, and other berries 

Grapes Powdery mi I dew (Erisyplte (formerly UJicilllda) necolor)14 

including wine grapes, table grapes, Gray mold (Botrylis cinerea)15 

and raisins Sour rot complex15 

Downy mildew (P!asmopara vilicola)* 
Phomopsis (Pho111apsis viticola) 16 

Eutypa (Eutypa lala) 17 

Tropical fruits Anthracnose (Col!etotrichum spp.) 

such as avocado 13
, mango18

, Scab (Sphacelomo perseoe) 

papayn19
, pincapplc 19

, banana, Bacterial canker (Xanthowonas campestris) 

plantain, and others. Sigatoka (Afycosphaerella fl}iensisf 0 

Other Crops 

Herbs and spices Powdery mildcws(Oidium spp. and others) 
such as basil, thyme, coriander, dill, Downy mildews (Peronospora spp. and others)* 
cilantro, parsley, mint, and others. Damping off diseases (Rhizocto11ia, Pythiuw, Alternaria, and Fnsarilnn spp.) 

Leaf spots (Alternaria. Septaria, Col!etotriclwm, and Cet·cospora spp.)* 
Buctcrial diseases (Erwinia, Xanthomonas. and Pse11domonas spp.) 
Rusts (Pncci11ia spp. and others) 
"Damping off' and root or crown diseases caused by Rhi::oc/OIIia, Fusat·ium, Pylhinm, 

Phytophthora, and/or Verticillimn* spp. (see instructions below for ·'Soil 
application"). 

Coffee Coffee berry disease (Col!etotriclllun cq/Jeannm)1 

CotTce rust (flemi!eia mslalrix)1 

Anthracnose ( Col!etotrichwn spp.) 
Botry1tls flower blight 
Cercospora leaf spot and berry blotch 
"Damping off' and root or crown diseases caused by Rlii::octonia, Fusarium, Pythiwu, 

Phytophtllora, and/or Verlicil!ium * spp. (see instructions below for ·'Soil 
application''). 

Tobacco Angular leaf spot (Psendoi!IOI/as spp.) 
Anthracnose (Col!etotrichwn and Glomerella spp.) 
Blue mold or downy mildew (Peronospora spp.)* 
Brown spot (Alternaria) 
Bam spot/ frogeyc leaf spot (Cerrcospora llicotianae) 10 

Collar rot (Sclerotiuia s!ceroliommi 
Gray mold (Botrytis cinerea) 
Powdery mildew (Erysiplie cichoraceanlm) 
Target spot (Rhizoctonia so/ani) 
See instructions below for "Soil application'· against the following diseases: 

"Damping off,'' seedling blights, and root or crown diseases caused by Pythium, 
Rlii~oc/onio, F11sarimn, Dfnidimn, Phvlovhthora, or Verlicil!imn* snn, 
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Charcoal rot {Afacrophomina phaseo/ina) 
Black roo\ rol (Thie/aviopsis basicola) 
Black shank (P/J_vlop/!1/wra spp.)* 
Southern blight/southern stem ro\ (Sclerotium roi}Sii)* 

Mint Rust (Puccinfa spp.) 

Hops Powdery mildew (Sphaerotheca macnlaris}" 1 

Fnotnotcs: 

~suppression only; for improved control mix 01 rotate with chemical fungicide approved for such usc. 
1 Tank mix or IOJatc with copper-based fungicides at label mtes \"o{ imp10ved controL 

'Apply at or immediately following planting (b111 bcf01e plant emergence) as a banded seed line treatment 4 to 6 inches wide. Make second 
application at thinning or cultivation in sufficient water and multiple nozzles to ensUie thorough coverage of lower ]eaves and surrounding soil 
surface. lneorp01ation with light irrigation aftc1 application may improve disease controL Repeat at 10-14 day intervals if conditions 
promoting disease persist. 

3 For greasy spot Sllppression, apply at fi1st new foli& flush and repeat with each new flush. Tauk mix with spray oil or copper based fungicide 
at labeled rates. 

'Fo1 suppression of cit111s scab, start applications at first new foliage flush and repeat at petal fall and when fmit arc '13 inch in dian1etcr. 
5 Make f1rst application at or before tight cluster if conditions favor disease development. Repeat at 7-tO day intervals tluough the se~ond covel 

spray or longer on S!ISCeptible varieties or if environnJCntal conditions favor rapid disease development. 

"Begin applications before bloom when environmental ~onditions favor disease dcrclopment, repeating at 7 to 14 day intervals 01 as needed. 
Control may be enhanced by addition of a surfnctan! to improve Splay coverage. Use only s111faetan!s known to be safe fon1sc on the crop 
and for ;vl1ich such use is allowed. 

7Rotn!e with antibiotics registered for fire blight control for improved performance_ Begin applications at 1-5% open blossoms and repeat every 
3-7 days as necessary until petal fall, when intervals can be increased to 7 days. CX-9032 can also be 11sed in s1nnme1 '·cover spray"' 
applications to cont10l the shoot blight phase of fire blight and s11mmer diseases. Can be mixed with ~opper fungicides to improve contlol. 

~Make first application at popcorn stage and repeat every 7 days. 

"Start applying at early bloom stage and repeat every 7 da;.:s through petal fall. 
1" Pre-harvest applications in sufficient water to enver fruit or other harvested plant parts may impmve contlol of postharvest infections. 

''Begin applications at or before pistillate bloom, repeating eve1y 7- tO days. Apply belbre rainfall if possible, and tank mix or rotate with a 
copper-based bactericide registered for such use for impwvcd controL 

11 Start applications m orj11st before flowering and repeat every 7-10 days as needed 1hrough harvest. 

''Apply before lhl11ains and again dllling dormancy before spring growth. 
1' Start applications when new shoots &e y, to I'll inches long. Repeut at 3-5 inches, 8-tO inches, and then at 7-10 day intervals Jmtil disease 

conditions no longer exist. 
15 Apply at bloom, before bunch closure, at vcraison, and bctOre harvest. 

'
6 Apply when shoots a1e y, to t inch long and again when 6-8 in~hes long. 

"Mix 21\uid ounces CX-9032 per gallon of water and apply to pruning wounds. 
11 Apply at bud break and 1epea! on t4-2 t day interval as needed th10ugh harvest. 

"Apply at flowering and repeat on 14-21 day interval as needed thrnugh harvest 

::o Apply at Erst appearance o\'leaves und repeat at 7-2 t day intervals as needed, in S11ffieient water to obtain thoro11gh enverage or foliage. 
Tank mix with spray oil or other rcgisJc1cd fungicides for improved ~ontrol. 

21 Mix 6 to 10 lluid ounces CX-9032 per I 00 gallons ofwu!er and apply in minimum of20 gallons per acre form eme1genee to training, 50 
gallnns per acre f10m t1aiuing to wire, and I 00 gallons per acre from wire touch through harvest. 

lll'or treatment of horseradish or suawbeuy 100ts inllncdiately belbre transplanting: immerse ba~c roots (individually or in bunches) for tO 
seconds in a suspension oft to 2 pints CX-9032 per gallon of water. 

Foliar application: For control of diseases on foliage, flowers, fruit, or other above-ground 
parts of plants: Mix CXH9030 in water and apply as a spray at a rate of 0.25 to 3 pounds per 
acre in sufficient water to achieve thorough coverage of the crop canopy with minimal runoff. 
Begin applications at crop emergence, transplanting, or when conditions are conducive to 
development of disease. Repeat application every 7 to 10 days, or as needed, for as long as 
conditions favor disease development. Lower rates (0.25 to 1 pound per acre) may be applied 
under light disease pressure, to smaller (e.g. newlyHemerged) plants, or when CXH9030 is used in 
a tank mix with other fungicides whose labels allow such use. Under moderate to severe disease 
pressure, or when environmental conditions and plant stage are conducive to rapid disease 
development, use higher label rates (l to 3 pounds per acre), apply more frequently (every 3 to 7 
days), and mix or rotate CX-9030 with other fungicides for improved performance. 
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Soil application: For control of soilborne diseases infecting seeds, seedlings, roots, crown, stems, 
or other plant parts below ground or in contact with soil: Apply CX-9030 at 0.125 to 1 pound 
per acre. Mix the required amount in sufficient water to apply by one of the following methods: 

• Soil drench applied to transplants in flats or pots in the greenhouse or nursery any time prior 
to transplanting (see additional drench instructions under "Nurseries, greenhouses, shade 
houses, and ornamental plants" below). 

• Soil drench at transplanting, using a "water wheel" injector, spray nozzles/hoses, or other 
method to drench each root ball and/or planting hole. 

• Soil or seedline drench, or banded spray (in-furrow) at planting. See the section on "Banded 
(in-furrow) application" below for additional instructions. 

Follow-up (post-planting) preventative applications can be made every 2-4 weeks by one or 
more of the following methods, if needed: 

• Drip (trickle) or any type of sprinkler irrigation, any time after planting or transplanting. 
See Chemigation Instructions for additional information. 

• Spray directly onto the soil surface and/or lower plant parts. If targeting root disease, follow 
immediately with sufficient overhead sprinkler irrigation to move CX-9030 to the root zone. 

• Injection directly into the rooting zone using shanks or similar equipment. 

Lower rates (0.125 to 0.5 pounds per acre) may be applied under light disease pressure, to 
smaller plants, or when CX ~9030 is used in a tank mix with other fungicides whose labels allow 
such use. Under moderate to severe disease pressure, or when environmental conditions and 
plant stage are conducive to rapid disease development, use higher label rates (0.5 to l pound per 
acre), apply more frequently (every 2 weeks), and mix or rotate CX-9030 with other fungicides 
for improved performance. 

Banded On-furrow) application: Use the table below to determine the correct application rate of 
CX-9030 per 1,000 row feet, based on row spacing and desired rate per acre. Mix the required 
amount ofCX~9030 in water and apply as banded spray (4" to 6" wide) or seedline drench 
centered over the planting furrow. Apply directly over seeds in the furrow just before they are 
covered with soil. The volume of water required per acre or per 1,000 row feet will depend on 
the application equipment used. Consult your local cooperative extension service if you need 
assistance calibrating band spraying equipment. 

Rates for banded (in-furrow) application: Find d~sired application rale in lhc !efi column. R~ad across that line to the 
correcl row spacing indicated at the lop to lind the number of ounces (dry) p~r 1,000 row fCet !hal will provide the desired 
application rale per acre. To converJ to level teaspoons, mulliply !he number of ounces by 8.2. For level tablespoons, 
multiply the number of ounces by 2.75. 

Rate/acre S ace belwecn rows inches 
ounds) 12 l4 16 18 20 22 24 26 28 30 32 34 36 38 40 

0.25 0.1 01 0! 0.1 0.2 0.2 0.2 0.2 02 0.2 0.2 0.3 0.3 0.3 0.3 
0.5 0.2 0.2 0.2 0.3 0.3 0.3 0.4 0.4 0.4 0.5 0.5 0.5 0.6 0.6 0.6 
0.75 0.3 0.3 0.4 0.4 0.5 0.5 0.6 0.6 0.6 0.7 0.7 0.8 0.8 0.9 0.9 

1.0 0.4 0.4 05 0.6 0.6 0.7 0.7 0.8 0.9 0.9 1.0 1.0 l.l 1.2 1.2 
us 0.5 0.5 0.6 0.7 0.8 0.8 0.9 1.0 l.l l.l 1.2 1.3 1.4 1.5 1.5 
1.5 0.6 0.6 0.7 0.8 0.9 1.0 l.l 1.2 1.3 1.4 1.5 1.6 1.7 1.7 1.8 
1.75 0.6 0.7 0.9 1.0 l.l 1.2 1.3 1.4 1.5 1.6 1.7 1.8 1.9 2.0 2.1 
2.0 0.7 0.9 1.0 l.l 1.2 1.3 l.S 1.6 1.7 1.8 2.0 2.1 2.2 2.3 2.4 
2.25 0.8 1.0 l.l 1.2 1.4 1.5 1.7 1.8 1.9 2.1 2.2 2.3 25 2.6 2.8 

2.5 0.9 ll 1.2 1.4 1.5 1.7 1.8 2.0 2.1 23 2.4 2.6 2.8 2.9 3.1 
2.75 1.0 1.2 1.3 1.5 1.7 1.9 2.0 22 2.4 2.5 2.7 2.9 3.0 3.2 3.4 
3.0 l.l 1.3 1.5 1.7 1.8 2.0 2.2 2.4 2.6 2.8 2.9 3.1 33 3.5 3.7 
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Nurseries, greenhouses, shadehouses, and ornamental plants 

Spray application: Mix 0.25 to 3 pounds of CX-9030 per 100 gallons of water and apply as a 
foliar spray of sufficient volume to wet the entire plant with minimal nmoff. Begin preventative 
applications at plant emergence and repeat every 3-28 days as needed (every 3-7 days if disease 
pressure is high or environmental conditions are highly favorable to disease outbreak, I0-28 days 
under low pressure or less conducive conditions). 

Drench application: Mix 0.125 to 2 pounds ofCX-9030 per 100 gallons of water and apply as 
a drench or coarse spray to soil or other growing media in pots, flats, plugs, trays, or planting 
beds, for control or suppression of soilborne diseases of seedlings, cuttings, bedding plants, and 
transplants (including vegetables and other transplanted food crops). Make first application at or 
immediately before seeding, sticking, germination, or transplanting. Repeat applications every 
14-28 days as needed. Transplants can be treated immediately before transplanting into field 
soils to protect against damping-off and other diseases that reduce plant establishment. 

Cutting or root dip: Dip basal end of cuttings or bare roots (individually or in bunches) in a 
suspension of1 to 2 pounds of CX-9030 per gallon of water. Immerse for 5-10 seconds 
immediately before planting. 

Chemigation: Mix 0.125 to 2 pounds ofCX-9030 per 100 gallons of water and apply via drip, 
handheld, or sprinkler irrigation systems. Refer to "Chemigation Instructions" for more details. 

CROPS/USE SITES DISEASES/PATHOGENS 

Indoor, outdoor, and shade- or Powdery mildews caused by Eri~yphe. /'odosp!wera, Sphaerotheca, Oidium, and 
other cover-grown ornamental Go/ovinomyces spp.) 
trees and shrubs, flowering plants, Anthracnose ( Col!etotrichum spp.) 
foliage plants, tropical plants, Bacterial leaf spots caused by Envinia, Pseudomonas. and Xanllwmonas spp. 
potted plants, polled or cut Damping-off disease (R!Iizoclonia. Pythium, Fusariu/!1 spp.) 
flowers, bedding plants, forestry Late blight, blackeyc, and root rots caused by P/1ytophtlwra spp. 
seedlings, conifer production for Gray mold and blight caused by BoiiJ•fis cinerea 
reforestation, fruit trees, Black root rot (Aspergillus spp.) 
vegetables and other crops grown Black spot of roses (Dip/ocarpon rosa e) 
in greenhouses or nurseries. Downy mildew (Peronospora spp.) 

Lear spots caused by Alternaria, Septoria. Cercospora, Ewomosporium, 
f/elmillffwsporiwn, and Myrothecium spp.) 

Rust (Puccinla spp.) 
Scab (Venturia spp.) 
Root rot, bottom rot, or stem rot caused by Rhizoclonia so/ani 
Sc!erotinia blight 
Fusarium wilts 

Turfgrass application 

For control of foliar diseases, apply CX-9030 at 0.5 to 1 ounce per 1,000 square feet as a 
ground-directed spray in sufficient water to provide thorough coverage. To control root and 
crown diseases in or on the soil, immediately follow the spray with sufficient overhead sprinkler 
irrigation to move the product into the root zone. 

USE SITES/CROPS DISEASES/PATHOGENS 

Turf, sod, lawns, golf course Anthracnose ( Co!letolrichum graminico!a) 
(fairways, roughs, greens, tees), Brown patch (Rhizoctonia so/ani) 
grass seed production Dollar spot (Lanzia and Moe!lerodiscus spp., formerly Sc!erotinia lwmeocarpa) 

Including but not limited to: Powdery mildew (£risyp/Je graminis) 

Bluegrass, Bentgrass, Rust (Puccinia spp.) 
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Bermudagrass (common & 
hybrid), Dichondra, Fescue, 
Orchardgrass, Poa annua, SL 
Augustine gmss, Ryegrass, 
Zoysia, mixtures, and olher 
grasses or ornamental turf 

Gray leaf spot (Pyricu!aria grisea) 
.. Damping off' or seedling blights caused by Pythium 

CHEMIGATION INSTRUCTIONS 

General information: 

7/14/2010 

Apply this product through pressurized irrigation systems such as drip (trickle) irrigation 
(including micro-irrigation through spaghetti tubes or individual tubes) or sprinkler irrigation 
(including impact or microsprinklers, overhead boom, solid set, lateral move, end tow, side-roll, 
center pivot, or hand move, including mist-type systems); or with hand-held calibrated irrigation 
equipment (such as a hand-held wand with injector), Do not apply this product through any 
other type of irrigation system, 

Crop injury or lack of effectiveness can result from non-uniform distribution of treated wateL 

If you have questions about calibration, contact State Extension Service specialists, equipment 
manufacturers or other experts, 

Do not connect an irrigation system (including greenhouse systems) used for pesticide 
application to a public water system unless the pesticide label-prescribed safety devices for 
public water systems are in place. 

A person knowledgeable of the chemigation system and responsible for its operation, or under 
the supervision of the responsible person, shall shut the system down and make necessary 
adjustments should the need arise. 

Public water system means a system for the provision to the public of piped water for human 
consumption if such system has at least 15 service connections or regularly serves an average of 
at least 25 individuals daily at least 60 days out of the yeaL 

Chemigation systems connected to public water systems must contain a functional, reduced
pressure zone, backflow preventer (RPZ) or the functional equivalent in the water supply line 
upstream from the point of pesticide introduction. As an option to the RPZ, the water from the 
public water system should be discharged into a reservoir tank prior to pesticide introduction. 
There shall be a complete physical break (air gap) between the outlet end of the fill pipe and the 
top or overflow rim of the reservoir tank of at least twice the inside diameter of the fill pipe. 

The pesticide injection pipeline must contain a functional, automatic, quick-closing check 
valve to prevent the flow of fluid back toward the injection. 

The pesticide injection pipeline must contain a functional, normally closed, solenoid-operated 
valve located on the intake side of the injection pwnp and connected to the system interlock to 
prevent fluid from being withdrawn from the supply tank when the irrigation system is either 
automatically or manually shut down. 

The system must contain functional interlocking controls to automatically shut off the 
pesticide injection pump when the water pump motor stops, or in cases where there is no water 
pump, when the water pressure decreases to the point where pesticide distribution is adversely 
affected. 
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Systems must use a metering pump, such as a positive displacement injection pwnp (e.g., 
diaphragm pump) effectively designed and constructed of materials that are compatible with 
pesticides and capable of being fitted with a system interlock. 

Do not apply when wind speed favors drift beyond the area intended for treatment. 

Remove scale, pesticide residues, and other foreign matter from the chemical supply tank and 
injector system and flush with clean water before use. Failure to provide a clean tank, free of 
scale or residues may reduce effectiveness of this product. 

Drip (trickle) and micro-irrigation chemigation 

1. 'The system must contain a functional check valve, vacuum relief valve and low pressure 
drain appropriately located on the irrigation pipeline to prevent water source contamination 
from backflow. 

2. 'Ibe pesticide injection pipeline must contain a functional, automatic, quick-closing check 
valve to prevent the flow of fluid back toward the injection pump. 

3. The pesticide injection pipeline must also contain a functional, normally closed, solenoid
operated valve located on the intake side of the injection pump and connected to the system 
interlock to prevent fluid from being withdrawn from the supply tank when the irrigation 
system is either automatically or manually shut down. 

4. The system must contain functional interlocking controls to automatically shut off the 
pesticide injection pump when the water pump motor stops. 

5. The irrigation line or water pump must include a functional pressure switch which will stop 
the water pump motor when the water pressure decreases to the point where pesticide 
distribution is adversely affected. 

6. Systems must use a metering pump such as a positive displacement injection pump (i.e., 
diaphragm pump) effectively designed and constructed of materials that are compatible with 
pesticides and capable of being fitted with a system interlock. 

7. Dilute the product in water following the label mixing directions. It may be premixed in a 
supply tank with water, fertilizer, or other appropriate tank-mixed agricultural chemicals. 
Agitation is necessary. Apply to moderately moist soils. Use volumes that thoroughly wet 
the soil but that do not cause significant runoff or excessive drip from pots. Application 
should be continuous in sufficient water to apply the recommended rate evenly to the entire 
treated area. 

Sprinkler chemigation: 

I. The system must contain a functional check valve, vacuum relief valve, and low pressure 
drain appropriately located on the irrigation pipeline to prevent water source contamination 
from backflow. 

2. The pesticide injection pipeline must contain a functional, automatic, quick-closing check 
valve to prevent the flow of fluid back toward the injection pump. 

3. The pesticide injection pipeline must also contain a functional, normally closed, solenoid
operated valve located on the intake side of the injection pump and connected to the system 
interlock to prevent fluid from being withdravm. from the supply tank when the irrigation 
system is either automatically or manually shut down. 
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4. The system must contain functional interlocking controls to automatically shut off the 
pesticide injection pump when the water pump motor stops. 

5. The irrigation line or water pump must include a fill1ctional pressure switch which will stop 
the water pump motor when the water pressure decreases to the point where pesticide 
distribution is adversely affected. 

6. Systems must use a metering pump, such as a positive displacement injection pump (i.e., 
diaphragm pump) effectively designed and constructed of materials that are compatible with 
pesticides and capable of being fitted with a system interlock. 

7. Dilute the product in water following the label mixing directions. It may be premixed in a 
supply tank with water, fertilizer or other appropriate tank-mixed agricultural chemicals. 
Agitation is necessary. Apply to moderately moist soils. Use volumes that thoroughly wet 
the soil but that do not cause significant runoff or excessive drip from pots. Application 
should be continuous in sufficient water to apply the recommended rate evenly to the entire 
treated area. 

8. Do not apply when wind speed favors drift beyond the area intended for treatment. 

WARRANTY 

Certis USA, L.L.C. warrants that the material contained herein conforms to the description on 
the label and is reasonably fit for the purpose referred to in the directions for use. Timing and 
method of application, weather, watering practices, nature of soil, the disease problem, condition 
of the crop, incompatibility with other influencing factors in the use of this product are beyond 
the control of the seller. Buyer assumes all risks of use, storage, or handling of this material not 
in strict accordance with directions given herein. NO OTHER EXPRESS OR IMPLIED 
WARRANTY OF THE FITNESS OR MERCHANTABILITY IS MADE. 

The following claims may be presented on the product's labeling: 

OMRI Listed 
OMRI seal 
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Clarification about remainfng issues EPa reg no. 70051-rnt and 70051-RNI 
Susanne Cerre!li to: Dively, Chris t0/01/2010 04:40PM 

Our guidance for preparing microbial CSFs is on our website. In general, fermentation products that 
include the ai are listed on line one along with a measure for viability. In most instances the viability 
measure is the enforceable limit and should be a guaranteed minimum. 

  
 

We do not expect a dry or wet weight of a microbial ai to be put on the CSF unless there is a specific 
reason to do so, and a method to reliably separate only the ai from other fermentation products. Since 
most microbial a. i.'s are inseparable from fermentation products they are most often considered and 
tested in this manner. 

In rare instances such as if a toxic product is present after fermentation, there may be a requirement to list 
this on a separate line of the CSF: see 40CFR158.350(a)(3) 

Our guidance for preparing biopesticide CSF is on our webpage with a sample CSF on page 16 of the 
guidance document: http://www.epa.gov/pesticides/biopesticides/regtools/biopest~csf.pdf 

Another issue is the inert ingredients. In order to meet the organic certification sought on the label they 
must be on the old EPA 14a or 4b inerts list or EPA 25b list and generally be from a natural source, or 
qualify separately based on internal guidance. This guidance should be sent to the registrant early in the 
process where organic certification is sought. 

http://www .epa. gov/ opprdOO 1/i nerts/ section25b _i nerts. pdf 
http://www.ams.usda.gov/AMSv1.0/getfile?dDocName=STELPRDC5067226 

"'!;. "':t. 
7 CFR.pdf compfetelisl_inerts CAS.pdf 

I can not email CBI but need to explain to talk to you about 2 inerts as they all need to be on list 4 to be 
organic. 

Susanne Cerrelli 

Regulatory Action Leader 
Microbial Pesticides Branch 
Biopesticides Pollution Prevention Division (7511 P) 

703-308-8077(w) 
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CX-9032 (70051-RNT) 
Tracy Jackson to: cdively 
Cc: lnertsBranch, rock.sandra, Sree Nair 

From: Tracy Jackson/DC/USEPAIUS 

To: cdively@certisusa.com 

08/04/2010 10:05 AM 

Cc: lnertsBranch@EPA, rock.sandra@epamai!.gov, Sree Nair/DC/USEPAIUS@EPA 

Dear Ms. Dively, 

I am contacting you regarding your submission of CX~9032 (70051-RNT). There is a deficiency on both 
the Basic and Alternate Confidential Statement of Formula. 

Based on the compositional information in the Agency's proprietary inert mixture database, there 
are one or more inert ingredients in a (surfactant) for which data protection rights have been 
asserted and for which the Agency must ensure such rights are protected in the pesticide 
registration process. In order for the Agency to make a determination as to the acceptability of 
this proprietary mixture for use as an inert ingredient in food use pesticide formulations, further 
documentation is required from the manufacturer. The product manufacturer can get specific 
information on the chemicals in question and the documentation required to determine 
acceptability for data compensation by contacting the Inert Ingredient Assessment Branch at 
lncrtsB ranch tcf:_epa 1 nail. epa. go v 

Please open document below: 

ln€!1 Stalus form. doc 

Thank you 

Tracy Jackson 
Macfadden/EPA Contractor 
2777 S. Crystal Drive 
Arlington, VA 22202 
703~308-7227 

jackson. tracy@epa.gov 
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Data Screen for Nontarget Organism Data Requirements for Bacillus subtilis var. 
amyloliquefGciens strain D747 

Shannon Borges, 9/16/2010 

The data package for Bacillus subtilis var. amyloliquefaciens strain D747 provides studies that 
address the following Tier 1 Nontarget Organism data requirements: 

• Avian oral toxicity/pathogenicity 
• Freshwater fish toxicity/pathogenicity 
• Freshwater invertebrate toxicity/pathogenicity 
• Nontarget plant testing 
• Nontarget insect testing 
• Honey bee testing 

No studies or data waiver rationale were submitted to specifically address the wild mammal 
toxicity/pathogenicity; however, according to the data matrix, an acute oral 
toxicity/pathogenicity with laboratory mammals has been submitted. This study should be 
sufficient for use in wild mammal risk assessment, and no additional studies are required at this 
time to address that data requirement. 

A study or waiver rationale for avian inhalation toxicity/pathogenicity has not been submitted. 
The results of the avian oral toxicity/pathogenicity test indicate that B. subtilis var. 
amyloliquefaciens strain D747 is not toxic or pathogenic to birds, and B. subtilis var. 
amylo!iquefaciens is not kno\iVIl to be an inhalation risk to birds. Therefore, a study or data 
waiver rationale to address the avian inhalation toxicity/pathogenicity data requirement is not 
needed at this time. 

A study or waiver rational for marine/estuarine fish and invertebrate testing has also not been 
submitted. The studies submitted for freshwater fish toxicity/pathogenicity and freshwater 
invertebrate toxicity/pathogenicity indicate, upon brief examination, that adverse effects occur at 
the concentrations tested. However, it has not been determined yet whether exposure in 
marine/estuarine environments will be significant and whether exposure will be high enough to 
result in adverse effects in aquatic environments. This will be determined in the risk assessment, 
and if adverse effects to marine/estuarine fish and invertebrates is suspected, then additional 
testing may be required after this determination is made. Studies or data waiver rationale are not 
required for the marine/estuarine fish and invertebrate testing data requirement at this time. 

Based on this preliminary screen, the data package submitted to address the nontarget organism 
data requirements is complete and can be placed in review. 
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21-Day Screen Completed by 
Contractor 

21-Day Expires on <g-/(;,- !o 

Jacket# 7oo.5 1-/(;V;r. 
MRID# Lf '6 I &,S 7 

Content Screen: Recommended to 
IPa~syFail 

86-5 Reviewffis~e4J'Failed/NA 

Transfer This Jacket to: 
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PRIA 2 - 21 Day Content Screen Review Worksheet 
(EP A/OPP Use Only) 

3/23/09 
21 Day Screen Start Date: _L7_-_.:J-_<;.-'--=/-co~-----::--::;,..-
Experts In-Processing Signature: ~ • ~ Date/-:Z'7-/0 Fee Paid: Yes / 
Division management contacted on issues No Yes Date ______ _ 

EPA Reg. Number: Jt?03 / _ If JJ:L EPA Receipt Date: 7- 26 _ / ~ 

Items for Review Yes No 

1 
Application Form (EPA Form 8570-l)(link to fom1) signed & complete 

Y--including package type 

Confidential Statement of Formula all boxes completed, fonn signed, and I>Z 
2 

dated (EPA Form 8570-4) (Link to form) 

a) All inerts (link to http://www.epa.gov/opprdOOl/inCiis/), yes no 
including fragrances, approved for the proposed uses (see 

X Footnote A) 

3 
Certification with Respect to Citation of Data (EPA Form 8570-34) (Link to 
form) completed and signed (N/A if 100% repack) ')!___ 

Certificate and data matrix consistent X 
If applicant is relying on data that are compensable, is the offer yes no 

to pay statement included. (see Footnote B) 

If ap~Jicable, is there a letter of Authorization for exclusive use onlv. 
Formulator's Exemption Statement (EPA Form 8570-27) (Link to fonn) 

.4 completed and signed (N/ A if source is unregistered or applicant owns the 
technical) 

Data Matrix (EPA Form 8570-35) (Link to fonn) both internal and external 
copies (PR 98-5) (Link to PR 98-5) completed and signed (N/A if 100% ;L... 
r"l'ack) . 

5 
yes no . 

a) Selective Method (Fee category experts use) X ····· ..... •. 
b) Cite-All (Fee category experts use) I :'' ' . <-< 

•• i • . 
c) Applicant owns all data (Fee category experts use) ', ', 

5 Copies of Label (link to htt[!://www.e)!a.gov/o{!Qfeadl/Iabelim!llr!!!l) 
6 (Electronic labels on CD are encouraged and guidance is available)( link to X. http://www.epa.gov/pesticides/regulating/registering/submissions/index.htm#labels 

) 

1 

NIA* 

y._ 
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7 Is the data package consistent with PR Notice 86-5 (link to PRN 86-5) ><, 

Notice of Filing (link to 
8 htto://www.ena.gov/~esticides/regulatin2/tolerance J!Ctitions.htm) included 

with petitions (link to 
http:/lwww.eoa.c:ov/pesticides/regulating/tolerances.htm) + 

9 
If applicable for conventional applications, reduced risk rationale (link to 
http://vrww.epa.gov/opprdOOI/workplan/reducedrisk.html) >""-----
Required Data Oink to 
httQ:I/WVt'W.eQa.gov/I!esticides/regulatingLdata reguirements.htm) and/or 
data waivers. See Footnote C. 

a) List study (or studies) not included with application 

10 
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Comments: 

* N/A- Not Applicable 

Footnotes 

A. During the 21 day initial content review, all CSFs will be reviewed to determine 
whether all inerts listed, including fragrances, are approved for the proposed uses. If an 
unapproved inert is identified, the applicant must either 1) resolve the inert issue by, for 
example, removing the inert, substituting it with an approved inert, submitting 
documentation that EPA approved the inert for the proposed pesticidal uses, correcting 
mistakes on the CSF, etc. or 2) provide the data to support OPP approval of the inert or 3) 
withdraw the application. Removing or substituting an inert ingredient will require a new 
CSF and may require submission of data. All information, forms. data and 
documentation resolving the inert issue must have been received by the Agency or the 
application withdrawn within the 21 day period. otherwise, the Agency vvill reject the 
application as described below. 

To successfully complete this aspect of the 21 day initial content screen, applicants are 
strongly encouraged to verify that all inert ingredients have been approved for the 
application's uses even if a product is currently registered by consulting the inert Web 

3 
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site [link to http://www.epa.gov/opprdOOl!ineiisllists.html] and if the inert is not 
approved, to obtain the necessary inert approval prior to submitting an application 
to register a pesticide product containing that inert ingredient. Some inert 
ingredients are no longer approved for food uses or certain types of uses. The name 
and/or CAS number on a CSF must match the name and CAS number on this web site. 
Simple typographical errors in the name or CAS number have resulted in processing 
delays. 

If an inert is not listed on the inert ingredient web site and the applicant believes that the 
inert has been approved, the applicant should contact the Inert Ingredient Assessment 
Branch (IIAB) at inertsbranch(alepa.gov and resolve the issue. Copies of the 
correspondence with IIAB resolving the issue should accompany the application. All 
new inerts except PIP inerts are reviewed by IIAB. The IIAB should also be contacted 
for any questions on what supporting data needs to be submitted for and the Agency's 
inert review process. Questions on PIP inerts should be directed to the Chief of 
Microbial Pesticides Branch [Link to 
http://www.epa.gov/oppbppdl!biopesticides/contacts bppd.htm]. 

When a brand, trade, or proprietary name of an inert ingredient is listed on a CSF, 
additional information such as an alternate name of the inert, CAS number or other 
information [link to http://www.epa.gov/opprdOOI/inerts/tips.pdf] must also be included 
to enable the Agency to determiue if it has been approved. Each component of an inert 
mixture (including a fragrance) must be identified. In some cases, the supplier of the 
mixture or fragrance may need to provide this information to the Agency. Prior to the 
Agency's receipt of an application, applicants must arrange with a proprietary mixture or 
fragrance supplier to provide the component information to the Agency or promptly upon 
EPA's request. If the inert ingredients in a proprietary blend (including fragrances) 
cannot or are not identified or provided within the 21~day content review period, the 
Agency will reject the application. 

During the 21 day content review, applicants should submit information to the individual 
identified by the Agency when the applicant is informed of an unapproved inert. 

Unapproved Inerts Identified on CSFs 

All applications except conventional new products and PIPs 

Once an unapproved inert is identified on a CSF, the Agency will contact the 
applicant with the following options: 

1. Correct the application by, for instance, correcting the inert's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert. If this option is selected and implemented, the Agency may 
request an extension in the PRIA decision review timeframe to accommodate 
the inert review/approval process; 
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of these options is selected and implemented by the applicant within the 
21 day content review period, the Agency will reject the application and retain 
25% of the full fee of the category identified. 

Conventional New Product Applications 

Vlhen the Registration Division identifies an unapproved inert on a CSF with an 
application for a new product that the applicant has not identified as requiring an 
inert approval (R311, R312 or R313), it will contact the applicant with the 
following options: 

I. Correct the application by, for instance, correcting the inert's identity or CAS 
number, providing documentation that the inert has been approved, or 
removing the unapproved inert from the CSF or replacing it with one that is 
approved for the application's uses; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert, including any required petition to establish or amend a 
tolerance or exemption from a tolerance. (This option may change the PRIA 
category for the application, which could require a longer decision review 
time and a larger fee. If additional fees are due, they must be received by the 
Agency within the 21 day content review period.) 

3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21-day 
content-review peliod, the Agency will reject the application and retain 25% of 
the appropriate fee for the new product-inert approval category. 

PIP Applications 

When the Biopesticide and Pollution Prevention Division identifies an 
unapproved inert on a PIP CSF and a request to approve the inert does not 
accompany the application, it will contact the applicant with the following 
options: 

1. Correct the application by, for instance, correcting the speliing or name of the 
inert to that in 40 CFR 174, or providing documentation that the inert has been 
approved; or 

2. Submit the information and data needed for the Agency to approve the 
unapproved inert. If an inert ingredient tolerance exemption petition is 
required, the petition must be received by the Agency and the B903 fee paid 
within the 21 day period. If this option is selected and implemented, the 
Agency will discuss hannonizing the timeframe for both actions. 
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3. Withdraw the application (the Agency retains 25% of the full fee for the fee 
category estimated); or 

If none of the above options is selected and implemented during the 21 day 
content review period, the Agency will reject the application and retain 25% of 
the fee. 

B. A policy on documentation of offers to pay is still being developed, however, for a 
me-too or fast track (similar/identical) new product, R300 or A530, an application 
without the necessary authorizations of offers to pay will be placed into either R301 or 
A531. The Agency recommends that authorizations of offers to pay be submitted with 
other PRIA applications to avoid delays in the Agency's decision. 

C. Biopesticide applicants are advised to contact the Agency and discuss study waivers 
prior to submitting their application to the Agency. Documentation of such discussions 
should be submitted with the study waiver. 
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Script for Rejection Phone calls 

Contact Name: Cl;; 5+in< \);" 1'1 
Phone#: 3oi- 'l>f 3- 'l<o& 

Email: cd1 ve.ly riJ c-e;-./-;susa.. c""'-. 

First Call/Initials: 
Date: 7(3o 
Time: q ,,;-

Second Call/Initials: 
Date: 
Time: 

This is, _______________ , EPA contractor. 

I'm calling regarding your submission in support of 

We have found the following deficiencies regarding: 
PR Notice 86.5: Yes or No 

Volume/Study Title: 

Volume/Study Title: 

Volume/Study Title: 

Additional volumes continued on back of page: Yes or No 

Application Package:~or No 
"""Eo~- C-e~:-.J.-;kcah'""' - "s'€' f-ec-hv~ ()A('/-t,J '· s-t."'tJ ~:;,.._- sA..-cJ.:.L 

f(.fJT- ~,.,...""{- ~ CSF f-45 ~V'~j Ct!S .-<iJ=. 

These deficiencies have been approved by EPA. 
The corrections can be faxed to 703-305-5060/Attn: --------

Second Call/Email: 
If we do not receive the corrections by , we will process 
your submission, accordingly. Please direct all future calls and 
correspondence to the appropriate EPA Risk Manager. 
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Ms Dively, 

Registration Applications 70051-RNT and RNI 
Jennifer Drobish to: cdively 
Cc: Sree Nair 

07/30/2010 09:44AM 

This is Jennifer Drobish, EPA contractor. I'm writing in regards to your submissions in support of the 
subject registrations. We have found the following deficiencies regarding the application packages: 

~for both RNT and RNI, on the Certifications with Respect to Citation of Data the "selective method" should 
be selected. 
~for RNT, the CSF has a CAS# that is not in our database. This could be a typo as r have found the 
ingredient with a different CAS#. Please see the attached form regarding this inert ingredient. 

These corrections can either be faxed to me at 703~305~5060/Attn: Jennifer Drobish or emailed to me at 
drobish.jennifer@epa.gov 

Thank you, 
Jennifer Drobish 
EPA Contractor 
703-305-1671 
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" "····· ... ··············· 

Jennifer, 

FW: You Have Received a New Scan 
Dively, Chris to: Jennifer Drobish 
Cc: "Dively,Chris" 

Per your request, please find attached the revised 
CSF for 70051-RNT and the revised 

0810212010 05:31PM 

Certification with Respect to Citation of Data Form for both 70051-RNT and 
RNI. 

Regards, 
Chris 

-----Original Message-----
From: AdminScanner@certisusa.com [mailto:AdminScanner@certisusa.com] 
Sent: Monday, August 02, 2010 5:16 PM 
Cc: Dively, Chris 
Subject: You Have Received a New Scan 

KM-2560 
[OO:cO:ee:1d:8d:Od] 
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

July 28,2010 

OPP Decision Number: D-437753 
EPA File Symbol or Registration Number: 70051-RNI 
Product Name: CX-9030 
EPA Receipt Date: 26-Jul-20 10 
EPA Company Number: 70051 
Company Name: CERTIS USA, LLC 

CHRJSTINE A. DIVELY 
CER TIS USA, LLC 
9145 GUILFORD ROAD, SUITE 175 
COLUMBIA, MD 21046 

OFFICE OF 
PREVENTION, PESTICIDES AND 

TOXIC SUBSTANCES 

SUBJECT: Receipt of Registration Application Subject to Registration Service Fee 

Dear Registrant: 

The Office of Pesticide Programs has received your application and certification of 
payment If you submitted data with this application, the results of the PRN-86-5 screen will be 
communicated separately. During the administrative screen, the Office of Pesticide Programs 
has determined that this Action is subject to a Pesticide Registration Service Fee as defined in 
the Pesticide Registration Improvement Act. 

The Action has been identified as Action Code: B590 

NEW AI;FOOD USE;MICROBIAL/BIOCHEMICAL WITH EXEMPTION; 

No additional payment is due at this time. 

If you have any questions, please contact the Pesticide Registration Service Fee 
Ombudsman at (703) 305-7973. 

Sincerely, 7'~ ~ 
Front End Processing Staff 
Information Technology & Resources Management Division 

430



!Fee for Service! {8791712-

~r~~~ckage includes the ~~~:~;--l 

~ New Registration 

a Amendment 

:ill Studies? ' 'Fee Waiver? 
v 

,-------------------------

for Division 

0 AD 
~BPPD 

0 RD 

RiskMgr. ~ 
L volpay % Reduction: 

L___________________________________________________ =--== 
---~ 

lReceipt-N;-~--------
;:::========; ---------------. 

s-1 879171 
:=I ===7o==o==s1=-R==N===I=: 

i 

EPA File Symbol/Reg. No. 

Pin-Punch Date: 1 7/26/2o1o 
--- --------------------------------

c This item is NOT subject to FFS action. 

Amount Due: $ ~)2.1,s &3 
I ; -----~-----------------------------------------_j 
L-----------------·--·------------···-·---·------------•----------------' 

C2J Inert Cleared for Intended Use Uncleared Inert in Product 

Reviewer: __ ___,_3_,___,f24-==·+-----
Remarks: ~ 

Date: 
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Regulatory Type: jp;;;d;;ctR.;;;;t"';-,;:s;;o;;on;3---;; 
Application Type: fNeW"R"e0g,"·,::.::,,,oon::-----'--C.:.C...-'..--

Company:, J7oos1 ~E~TIS USA;, LLC 

Fee For Service: § f{~]l No 

Billable: r.- Yes r- No 

Risk Mana_ger: j6iologicals & Pollulio~ Pre~eption,,DiYislon, PM T earn 92 :ij 
, , Prod-~ci'\o!: 70,051-RHI "':-:: f ~OdUct N~:-p<-9~30 ·-~"c-~""-""-~~~C.:.-'-

MeT'oo 
seidlO_n~-

MeT_oo 
ProdUct Name: 

New product regi'm~atio~ application containing new ~~i~e ', 
tcedient (Pcimocy) 

ll ; " ";~,;",1,• r e: _r 

Enter More lnformaUon 

Tracking 

ViewJEdit 
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FEE FOR SERVICE 
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Pay.gov- Online Payment 

Online Payment 

Step 3: Confirm Payment 

Thank you. 
Your transaction has been successfully completed. 

Pay.gov Tracking Information 

Application Name: PRIA Service Fees 

Pay.gov Tracking ID: 2516483K 
Agency Tracking ID: 74128171126 

Transaction Date and Time: 07/22/2010 17:13 EDT 

Payment Summary 

Address Information 

Account Certis USA LLC 
Holder Name: 

Billing 9145 Guilford 
Address: Road, Suite 175 

Billing Address 
2: 

City: Columbia 

S!ate I MD 
Provmce: 

Zip I Postal 21046 
Code: 

Country: USA 

Account Information 
American 

Card Type: Express 
Card Number: *'*******'*1018 

Decision 
Number: 

Registration 
Number: 

Certis U.S.A., 
Company Name: L.L.C. 

Company 70051 
Number: 

Action Code: 8590 

Page I of I 

1 I 2 I 3 

Payment Information 
Payment Amount: $27,563.00 

Transaction Date 07/2212010 
and Time: 17:13 EDT 

htt ps :1/www. pay . go v /pay go v /payments/ a uth o rizeP Ia stic CardPaym ent. ht m I 7/22/2010 434



Print Form 
PftJ•III ,..d lnsriVI:tfons on ,.._,... h•fol'fll:Qm ,,.,fl!l form. Form Approved, C .. ~ No. 2070-00BO 

United StOI#JII § Registration OPP Identifier Number 

&EPA Environmental Protection Agency Amendment 
Washington, OC 20460 Other 

Application for Pesticide • Section I 
1. Compeny/Producl Number 2. EPA Product Meneger 3. Proposed Clonificotion 
7oos1- R IV L Alan Reynolds 

0Non• D Restricted 
4. Compeny/Product!Nemol PM# 
CX-9030 Microbial Pest Control 

5. Nome and Addron of Applic11nl flnclud• ZIP Codtd 6. Expedited Review. In accordance with FIFRA Section 31cll31 

Certis U.S.A., L.L.C. /bltil, my ptoduct is similar or identical in composition and labeling 

9145 Guilford Road, Suite 175 to: 

Columbia, Maryland 21046 " EPA Reg. No. 

D Ch•ck if th~ is • n01w oddr~JSS Product Name 

Section ·II 

D Amendment- Explain below. D Final printed !abe!• in responDe to 
Agency Iotter doted 

D Rnubmlauion in rooponu to Agency Iotter doted D ·Me Too• App!icotion. 

D Notifico.tion ·Explain below. D Other· Exp!o!n below, 

Explanation: U•o udditlonol ppg~tls) If nec11ooorv. !For ~action I 11nd Snction II.) 

New active ingredient application (Primary); secondary application new active ingredient- same a.L different form) 

Section · Ill 
1, Materiel Thill Product Will 810 Pockogod In: 

Child·Rooislonl Packaging Unit Packooino Water Soluble Pockoging 2. Typo of Contaim1r @y,• ~Yoo B Yu §jM"'" No No No Plaotic 
Gl"a 

* Certification must If ·vee• No. par If •vas• No. per Paper 
Unit Packogino wot. contoiner Pockogo wgt conloinar Other !Specify! 

bo submittod 

3. location of Not Cont11nl• Information 4. Sizols) R11toi! Contflinllr 5. locotion of Lobel Oiroctions 

0 0 Container 5 lb. bag E:::J On label ..... , On labeling IICcomponyino product 

6. Monner in Which lob•l i• Affixed to Pn>dUcl §Uthograph 0 Other mav be film 
Paper .~luod 
StllnCI ed 

Section ·IV 
1. Conlocl Point /Compltlttl it11ms diructly below for idtmtfficotion of individual to b• contoct11d, if nf1Cil$$tlty, to procus rhis .pplication./ 

N~o Title TolaphoM No. (Include Area Code) 
Christine A. Dively Director of Reg. Affairs 01-483-3806 

Certification 6. Oole Aj>plicot•on 

I cortify thai tho lllotomonts I heve mode on this form ond aU ettochments thereto aretru11, occurate ond complo'.e. Received 

I ockoowledgo that any knowingly Ieise or mis!e11ding stotam•nt moy bo punishable by fino or impris;onmont or 
both under applicable law . 

(Stamped) 

2. Signature 

D. . (J._ 3. Title 

~ ~. Director of Reg. Affairs -y. 
4. Typed Name 5. Date 

Christine A. Dively .July 09,2010 

... 
EPA Fo.-m 6570..1 !Rev. 6-l:M) Pr!IVIOUII od1tlons are obsolete. Whlu - EPA Fu. Copy lorlglnall Y•llow ·Applicant Copy 
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July 14,2010 

Dr. Sheryl Reilly, Chief 
Microbial Pesticides Branch 

CERTIS 

Biopesticides and Pollution Prevention Division (7504P) 
Office of Pesticide Programs 
US Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-450 I 

Re: Certis U.S.A., L.L.C./ EPA Company Number: 70051 
Transmittal Document 

Cenis \JSA 
9145 <iuilford Rt)aJ 
Sui!C' i 75 
Colinnbia, lv!D 21040 

(30 1) 604-7340 

LAX. 30!-60-1-7015 
WW\\· .certisus;J.cnm 

New Product Registration Application Containing New Active Ingredient 
(Secondary Registration Application) 
PRIA Category B590 

Dear Dr. Reilly: 

On behalf ofCertis U.S.A., L.L.C. (9145 Guilford Road, Suite 175, Columbia, 
MD 21 046), 1 am respectfully submitting documents to support the registration of a new 
end-use product containing the new active ingredient Bacillus subtilis var. 
amyloliquefaciens strain 0747. The registration application contains two products with 
the same new active ingredient, a primary and secondary end-use product. Data 
submitted under this cover supports the secondary end-use formulation. 

Included with this submission are the following administrative and data volumes: 

Volume I- Administrative Materials 
• Application for Pesticide Product; EPA Form 8570-l 
• Confidential Statements of Formula; EPA Form 8570-4 
• Data Matrix- non~confidential; EPA Form 8570~35 
• Data Matrix --confidential; EPA Form 8570-35 
• Certification with Respect to Citation of Data; EPA Form 8570-34 
• Five Copies of Draft Labeling 

481855-00 
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48166601 Volume II~ Product Chemistry 
• OPPTS 885.11 00 Product Identity 
• OPPTS 885.1200 Manufacturing Process 
• OPPTS 885.1300 Discussion of formation of unintentional ingredients 
• OPPTS 885.1400 Analysis of samples 
• OPPTS 885.1500 Certification of Limits 

48185502 Volume Ill- Product Properties 
• OPPTS 830.6302 Color 
• 830.6303 Physical State 
• 830.6304 Odor 
• OPPTS 830.6313 Stability to Normal and Elevated Temperatures, Metals, and 

Metal Ions 
• OPPTS 830.6317 Storage Stability of the Liquid Concentrate 
• OPPTS 830.6319 Miscibility 
• OPPTS 830.6320 Corrosion Characteristics 
• OPPTS 830.7000 pH 
• OPPTS 830.7100 Viscosity 
• OPPTS 830.7300 Bulk Density 

48186503 Volume IV- Product Properties 
• 830.6317 Storage Stability of the End-use Product 

48185604 Volume V- Toxicology Data 
• OPPTS 870. I 100 Acute Oral Toxicity Request for No Further Testing 
• OPPTS 870.1200 Acute Dermal Toxicity Request for No Further Testing 
• OPPTS 870.1300 Acute Inhalation Toxicity Request for No Further Testing 
• OPPTS 885.3400 Hypersentivity Request for No Further Testing 

48185605 Volume VI~ OPPTS 870.2400 Acute Eye Irritation Study in Rabbits 

48185508 Volume VII~ OPPTS 870.2500 Acute Dermal irritation Study in Rabbits 
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As stated previously in this transmittal letter, this registration application is for the 
secondary formulation of a new end-use product containing the new active ingredient 
Bacillus subtilis var. amyloliquefaciens strain 0747 

Please do not hesitate to contact me if you have any questions about this submission. 
can be contacted by telephone at 301-483-3806 or by email at cdively@certisusa.com. 

Respectfully, 

' 
·~A-

christine A. Dively 
Director of Regulatory Affairs 
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July 12,2010 

Dr. Sheryl Reilly, Chief 
Microbial Pesticides Branch 
Biopesticides and Pollution Prevention Division (7504P) 
Office of Pesticide Programs 
US Environmental Protection Agency 
Room S-4900, One Potomac Yard 
2777 South Crystal Drive 
Arlington, VA 22202-450 I 

Re: Certis U.S.A., L.L.C./EPA Company Number: 70051 
Transmittal Document 

Certis USA. L.L.C. 
9145 GuMord Road 
Suiie 175 
CO:umb;a, !viO 210L6 

(301) 604-7340 

F.A.X !3011 604-7015 
'-WNt.cert;susa.com 

New Product Registration Application Containing New Active Ingredient (Primary 
and Secondary Registration Applications) 
Tolerance Exemption Petition for Bacillus subtilis var. amyloliquefaciens strain 
D747 
PRIA Category B590 

Dear Dr. Reilly: 

On behalf ofCertis U.S.A., L.L.C., (9145 Guilford Road, Suite 175, Columbia, Maryland 
21 046), I am respectfully submitting documents to support the registration of a new end use 
product containing the new active ingredient, Bacillus subtilis var. amyloliquefaciens strain 0747. 
The registration application contains two products with the same new active ingredient, a primary 
and secondary endues product. Product information for the secondary endues formulation is 
submitted under separate cover and accompanies this submission. 

Included in this submission with administrative and data volumes is the Notice of Filing for 
Pesticide Petitions Published in the Federal Register and a Petition Proposing an Exemption fTom 
the Requirement of a Tolerance for the Use of the Microbial Pest Control Agent Bacillus subtilis 
var. amyloliquefaciens strain 0747. 

Volume I - Administrative Materials 
• Application for Pesticide Product; EPA Form 8570-1 
• Confidential Statement of Formula; EPA Form 8570-4 
• Data Matrix -non-confidential; EPA Form 8570-35 
• Data Matrix- confidential; EPA Form 8570-35 
• Certification With Respect To Citation Of Data; EPA Form8570-:4 
• Copies (3) of the proposed label 
• PRIA Fee payment receipt 
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Volume II- Product Chemistry 
• Product Identity- OPPTS: 885.1100 
• Manufacturing Process- OPPTS: 885.1200 
• Discussion of Formation of Unintentional Ingredients- OPPTS: 885.1300 
• Analysis of Samples- OPPTS: 885.1400 
• Certification of Limits- OPPTS: 885.1500 

Volume Ill- Product Properties 
• OPPTS:830.6302 color 
• OPPTS: 830.6303 Physical State 
• OPPTS: 830.6304 Odor 
• 
• 
• 

OPPTS: 830.6313 Stability to Normal and Elevated Temp., Metals, Metal Ions 
OPPTS: 830.6317 Storage Stability (TGAI) 
OPPTS 830.6319 Miscibility 

• OPPTS: OPPTS: 830.6320 Corrosion Characteristics 
OPPTS: 830.7000 pH • 

• OPPTS 830.7100 Viscosity 
• OPPTS: 830.7300 Bulk Density 

Volume IV- Product Properties 
• OPPTS: 830.6317 Storage Stability -enduse product 

Volume V a- OPPTS: 885.3050 Acute Oral Toxicity/Pathogenicity 

Volume V b- OPPTS: 885.3200 Acute injection (intravenous) toxicity/pathogenicity 

Volume VI·-· OPPTS: 885.3150 Acute Pulmonary Toxicity/Pathogenicity 

Volume VII- OPPTS: 870.1100 Acute Oral Toxicity 

Volume Vlll- OPPTS: 870.1200 Acute Dermal Toxicity 

Volume IX- OPPTS: 870.1300 Acute Inhalation Toxicity 

Volume X- OPPTS: 870.2400 Acute Eye Irritation 

Volume XI- OPPTS: 870.2500 Primary Derma! Irritation 

Volume XII- OPPTS: 885.4050 (850.21 00) Acute Oral Toxicity with Northern Bobwhite 

Volume XIII- OPPTS: 885.4200 Freshwater Fish Toxicity/Pathogenicity 

Volume XIV- OPPTS: 885.4280 Freshwater Invertebrate Toxicity/Pathogenil:ity 

Volume XV- OPPTS: 885.4300N ontarget Plant Testing 
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Volume XVI- OPPTS: 885.4340 Nontarget Insect Testing 

Volume XVII- OPPTS: 885.4380 Hooey Bee Testiog 

As stated previously in this transmittal letter, the registration application for the secondary 
formulation, as defined by PRIA, is being submitted under separate cover letter, with the 
required administrative forms and data. 

Please do not hesitate to contact me if there are any questions about the contents of this 
submission. I can be reached by telephone at 301-483-3806 or by email at 
cd i ve I v@certisus a. com. 

Sincerely, 

Christine A. Dively 
Director of Regulatory Affairs 
Certis USA 

enclosure 
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F o~A roved 0 MB Nos - :2 70-0057:2070-0107. 20 2070 0060 0 70 0 2 ; 2: 2070-0164 

,.., ........ 
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY i .no. ~ 

's.'Z!1 1200 Pennsylvania Avenue, N.W. \, __ > ... 
WASHINGTON, D.C. 20460 

t'al"'"'-ork ltcdu~!n'n A~l ~o!lcc ll"' public rcponmg bunl~n fur !h1s coli cellon of 1nfi•m1a11nn ;, est1m,1!c'<l to overage !.25 hou,., 1'1'' response for regis!m!ion 
onJ i! ~;i lloun p<>r re~porlSe for reret•strn!IOII ~rnl Spt:c1a! rev•ew ~i:!IVII!eS. mcludmg !•me IQ.r re~d1ng !he lnSimi:I!OI\'l ood complc!mg I he"""""""':!" Corms s,•ud 
cnmmcn!s n.•gurJ1ng bunkn c•um~lc ur Ull) o!bcr m;pcc! of1h1s Cilltec!ion nfmforma!ior>. including. suggestions for reducing !he burden 10 Direc!Or. Cottcruon 
SlmiC~ICS DIVISIOII ~~~:!2Tl. US En\'lf{)IUIIC111al Pro!CCIIOII Ageney. 1200 Pe!l!IS)'Ivonl~ Avenue, N \V, Wnshing!OII. DC 2041:>0 Do uo! s~nJ !h~ <:omplc!~U fnrm 
In 1111' m!JJ"" 

C~rtltkation with R~5p~ct tu Citation of!Jttta 

Appllcant's/Registrant's Name, Address. and Telephone Number EPA Registra~on Number/File Symbol 
Certis U.S.A., LL.C. 9145 Guilford Road. Suite 175, Columbia, Maryland 21046 70051-RN! 

Active lnored•en!fsl and/or reoresentative tes1 comooundtsl Date 
Bacillus subtilis var.amyloliquefac11.ms strain 0-747 July9,20!0 

General Use Patlem(s) (list all those claimed for this product using 40 CFR Part 156! Product Name 

Agncul!ural. Ornamental and Res1dential Applications CX-9030 

NOTE: If your product is a 100% repackag1ng of another purchased EPA-registered product labeled for all the same uses on your label, you do not need to 
submit t111s form. You must subm•t the Formulator's Exemption Statement (EPA Form 8570-27). 

D 
I am responding toe Da!a..Call-ln Nohce. and haue included with this form a list ot companies sent offers of compensation (lhe Data Matrix torm should 
be used for this purpose) 

SECTION!: METHOO OF DATA SUPPORT (Check one method only) 

D 
I am using the cite-all method of ~up port, and have irn:lt.lded wrth this form 

0 
I <~m using the 5electiue method of support (or cite-all option 

a !1st of companies sent off em of compensation (the Data Matrix. form under the selective method), and have included with this form a 
should be used lot this purpose). completed tis! of data requirements (the Data M~!rix form must be 

used). 

SECTION!!: GENERAL OFFER TO PAY 

!Required if using the cite-all method or when using the cite-all opljon under the selective method to satisfy one or more data requireml!ntsj 

D thereby offer and agree to pay compensation. to other persons. with regard to the approval of this appliCation, to the extent required by FIFRA. 

SECTION!!!: CERTIFICATION 

I certify that this application for registration, this form for reregistration. or this Data-Call-In response is supported by alt data submitled or cited in \he 
applicl!tion for registration. the form for rereglstration, or the Data-Call-In response. In addition, if the cite-all oplion or cite-all op~on under the selective method is 
1no'kated in Sec~on I. !h-IS <:~pplication '1s supported by all data in the Agency's files that (1) concern the properties or effects of this product or an identical or 
substomti~Uy similar produc1, or one or mare of the ingredients il'l this produc1: and (2) is a type ot data that would be required to be submlt!ed under the data 
reqwements in effect on the date of approval of this application if the application sought the initiat registra~on of a product of identical or similar composition and 
uses. 

I certify that tor each exclusive use study cited in support of this registration or reregistration, that I am the original data submitter or that t haue obtained 
the wntten perm1Ss1on of the onginal data submitter to dte that study. 

I certify that for each study cited in support ofthi5 registration or rereg•stration that is not an exclusive use study. either: (a) tam the original da.!a. 
subm1!!>;L fb) I have ob1a1ned the permissiOll of the original data submitter to use lhe study in support of this application; (c) all periods Of ei1!)161l1!y for 
compensation have expired for the 5!udy: (d) the study is in the poblic literature: or (e) I have no!if1ed in writ:ng the company that subm~ted the study and have 
ottered (I) to pay compensation to the extent required by sections 3(c)f1)(F) andfor J(c)(2)(B} of FIFRA: and (li) to commence negotiations to determine the 
amount and terms of compensation. if any, to be paid for the u5e of the study. 

I cert~y that in all instances where an offer of compensation is required. co piss ot all offers to pay compensation and evidence of their delivery 1n 
acmrdancew1!h sections J(c)( !)(F) and/or 3(c)(2)(B) of FIFRA are available ;:~nd will be submit\ eel to the Agency upon request Should 1 f~il to produce such 
evfdence to the Agency upon request. I understand thai !he Agency may initiate action to deny, cancel or suspend the regls!raUon of my product in conformity with 
FIFRA_ 

t certify thatthestilleffillnts t have made on this form and at! attachments to tt are true, accurate, and complete. t acknowledge that any 
knowingly false or misleading statement may be punishable by fine or !mpr!sonm(!nt or both under applicable taw. 

Signature 

~ ;fi..KL ··4- o •• Typed or Printed Name and Titte 

7/09f10 Christine A. Dively 

- ; " p ; m; p ; EPA Form 8570 34 (12 2003) Electron c nd aper vers ons avo1l!!ble Sub t only a per vem on 

442



....... , 
i r.,'· 

\:.11!1 1 
·~-"/ 

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
401 M Street, S. W. 

WASHINGTON, D.C. 20460 

Fom1 Approved QMB No. 2070-0060 

------
Paperwork Reduction Act Notice: The public reporting burden foi this coUection ofinfomlation is estimated to average 0.25 hours per response for registration activities and 0.25 hours per response for 
reregistrafion and special review activmes, including time for reading the instrucflons and completing the necessary fom1s. Send comments regarding the burden esflmate or any other aspect ofth'1s cotteclion of 
infom1ation. including suggestions for reducing the burden to: Director, DPPE tnfomlation Management Division (2137), U.S. Environmental Protection Agency, 40 I M Street. S.W., Wa~hington. DC 20460. Do not 
send the form to this address. 

DATA MATRIX 

Date 7tt2/2010 

Aooticanl's/ReQistranrs Name & Address 

Certis U.S.A, L.L.C .. 9145 Guilford Road, Suite t75, Cotumbuia, MD 21064 

Ingredient Baci!tus subtitis var. amyloliquefaciens 

Guideline Reference Number Gukleline Study Name MRID Number 

885.1100 Product Identity 

885. t200 Manufacturing process 

885.1300 Discussion of formation of unintentional ingredients 

885.1400 Analysis o/ samples 

885.1500 Certification of limits 

830.6302 Color 

830.6303 Phy:l1cal state 

830.6304 Odor 

830.6313 Stability to normal and elevated temperatures, metals 

830.63t7 Storage stability 

830.6319 Misclbility 

830.6320 Corrosion Characteristics 

830,7000 pH 

830.7100 Viscosity 

830.7300 Densily/relaliV1l density/bulk density (specific gravity) 

Signature 

~ ;!..~-
EPA F6m:i-lf570-35 (9-97) Electronic and Paper V1lrSions available. Slibiliii only Paper version. 

EPA Reg No./Fite Symbol 

Product 

CX-9030 

Submitter 

Certis USA 

Certis USA 

Certis USA 

CertisUSA 

CertisUSA 

Certis USA 

Certis USA 

Certis USA 

Certis USA 

Certis USA 

Certis USA 

Certis USA 

Certis USA 

Certis USA 

Certis USA 

Slalus 

Owo 

Owo 

Owo 

Owo 

Owo 

Owe 

Owo 

Owo 

Owo 

Owo 

Owo 

Owo 

Owo 

Owo 

Owo 

Ci;;;;:~"/t.IJ,~p,;.A ~~~1 
Agency lrithnat Use Copy 

Page/ )f J.. 

Nole 

D~ 

..ro~;-"r .:J.•• 
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,. ..... ,, Form Approved OMB No. 2070·0060 
. ft. UNITED STATES ENVIRONMENTAL PROTECTION AGENCY (ssrt.i! .. __ / 401 M Street, S.W . 

WASHINGTON, D.C. 20460 

-------
Paperwork Reduction Act Notice: The publiC report1ng burden for this collection of information is estimated to average 0.25 hours per response for registration activities and 0.2~ hours pe; .a.;pon;e for 
reregistration and spec1al review activities. including ~me for reading the instructions and completing the necessary forms. Send comments regarding the burden estimate or any other aspect of this collection of 
information. including suggestions for reducing the burden to: Director. OPPE Information Management Division (2 137), U.S. Environmental Protection Agency. 401 M Street, S.W., Washington, DC 20460. Do not 
send the form to this address. 

-
DATA MATRIX 

. 

-~-- --
Date 7/1212010 EPA Reg No./File Symbol 70051- Page2 Jf 2 

Applicant's/Re~istran!'s Name & Address Product 

Certis U.S>A., L.L.C_ 9145 Guilford Road, Suite 175, Columbia, Maryland 21046 CX-9030 

Ingredient Bacillus subtilis var. amyloliquefaciens strain 0747 

Guideline Reference Number Guideline Study Name MRID Number Submitter Status Note 

OPPTS: 885.3050 Acute oral toxicity/pathogenicity Certis USA owo 

OPPTS.8853150 Acute pulmonary toxicity/pathogenicity Certis USA owo 

OPPTS: 885.3200 

" 
Acute lniection(intravenous) toxicity/pathogenicity Certis USA owo 

OPPTS: 885,3400 Hypersensitivity Incidents Certis USA owo refer to CX-9032 

OPPTS: 870. t 100 Acute oral toxicity Certis USA owo 

OPPTS: 870.1200 Acute dermal toxicity CertisUSA owo 

OPPTS: 870.1300 Acute inhalation toxicity Certis USA owo 

OPPTS: 870.2400 Acute eye irritation Certis USA owo 

OPPTS: 870.2500 Primary dermal irritation Certis USA owo 

OPPTS: 885.4050 (850.2100) Acute avian oral toxicity Certis USA owo 

OPPTS: 885.4200 Freshwater Fish toxicity/pathogenicity Cert1s USA owo 

OPPTS: 885.4240 Freshwater invertebrate toxicity/pathogenicity CertisUSA 0~ 

OPPTS: 885.4300 Nontarget plant testing Certis USA owo 

OPPTS: 885.4340 Nontarget insect testing Certis USA owo 

OPPTS: 885.4380 Honey bee testing Certis USA owo 

Sig~ .A.~-
Name and TiUe Date ,., . . L. II f, . .I Tv/.ro9 ;.olo 

0::0!1 O::n~ Q<;7n. ~<; 10.07\ l"ln~!~ni~ ~n.-< O~nM •~~Inn~ ~ .. ~IO~hln <::,,._....,., nnlv <:>~'"'" ""'""'"" ll<«>n~v lnt<"n<>ll l~n rnnu 
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Pages 445-452*Confidential Statement of Formula may be entitled to confidential treatment*



November 21.2011 

Ms. Susanne Cerre!!i 
Regulatory Action Leader 
Microbial Pesticides Branch 
Biopcsticides and Pollution Prevention Division 
Office of Pesticide Programs 
US Environmental Protection Agency 

Re: Certis USA/EPA File Symbol: 70051-RN\ICX-9030 
Alternate Confidential Statement of Formula 

Dear Ms. Cerrclli: 

Certis USA, L.LC. 
9 t45 Guilford Road 
Suite t75 
Columbia, MD 2 t046 

(301) 604-7340 

FAX (301)604-7015 
www.certisusa.com 

As discussed in our teleconference, attached is an alternate Confidential Statement of Formula 
(CSF} that Certis would like to include in the pesticide application referenced. This alternate 
CSF is substantially similar to the primary formulation, with the exception of the direct 
substitution of one inert ingredient. This inert ingredient is on EPA List 4, and has been 
reviewed and accepted by the Agency in other products that are manufactured by Certis (Bt 
l'ormulations, specillcally Agree WG). The percent active ingredient in the fonnulation has not 
been changed, nor has any other inert ingredient identity. 

Please do not hesitate to contact me if you have any questions about this request. 1 can be 
reached by telephone at 301-483-3806 or by email at cdively@certisusa.com. 

Sincerely, 

~A·~-
christinc A. Dively 
Director oCRegulatory Affairs 
Ccrtis USA 

enclosure 
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